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You should carefully consider the following risk factors, in addition to the other information contained in this Annual Report on
Form 10- K, including the section of this report titled “ Management’ s Discussion and Analysis of Financial Condition and
Results of Operations ”” and our consolidated financial statements and related notes. If any of the events described in the
following risk factors and the risks described elsewhere in this report occurs, or if any other risks of which we are not presently
aware occurs, our business, operating results and financial condition could be seriously harmed. This Annual Report on Form
10- K also contains forward- looking statements that involve risks and uncertainties. Our actual results could differ materially
from those anticipated in the forward- looking statements due to as-areswt-offactors thatare-described below and elsewhere in
this report . Risks Related to Strategic Process and Potential Strategic Transaction We may not be successful in
identifying and implementing any strategic transaction and any strategic transactions that we may consummate in the
future may not be successful. In July 2023, we made the strategic decision to pause further development of our Kv7
program and to conduct a comprehensive exploration of strategic alternatives focused on maximizing stockholder value.
As part of this process we expect to explore potential strategic alternatives that may include, but are not limited to, an
acquisition, merger, business combination, or other transaction. For example, in connection with this process, on March
14, 2024 we received a Non- Binding Term Sheet from Tango, a development stage private biotechnology company
which is majority- owned by funds affiliated with RA Capital. The Non- Binding Term Sheet contemplates that we
would acquire Tango through a transaction whereby we would issue common stock to Tango’ s equityholders in
exchange for all of the outstanding equity of Tango, and Tango would become our wholly owned subsidiary, as described
in Part I, Item 1 of this Annual Report on form 10- K. However, there can be no assurance that we will be able to
successfully consummate any particular strategic transaction, including the Proposed Transaction. In addition, the Non-
Binding Term Sheet is non- binding, and there can be no assurance that any definitive agreement will result from the
Non- Binding Term Sheet or that any transaction with Tango or any other third party will be consummated. The Non-
Binding Term Sheet, and the Proposed Transaction contemplated thereby, are subject to various conditions, including
but not limited to, (i) the satisfactory completion of due diligence by both parties, (ii) the negotiation and execution of a
definitive agreement and the satisfaction of the conditions negotiated therein, (iii) the approval and recommendation of
the Proposed Transaction by the Special Committee, and (iv) a non- waivable condition requiring approval of our
stockholders holding a majority of the voting power of the outstanding shares of our company not held by RA Capital or
its affiliates. As the parties continue to negotiate the terms of the Proposed Transaction, it is possible that, through these
negotiations, the proposed terms of the Proposed Transaction may change, including as a result of the ongoing diligence
efforts of both parties, market conditions and other factors. There can be no guarantee that the parties will ever reach a
definitive agreement with respect to the Proposed Transaction and either party may determine to abandon the Proposed
Transaction at any time for any reason, including the parties’ respective beliefs regarding the preferability of the
Proposed Transaction to other alternatives that may be available to them, as well as other factors. Continuing to evaluate
these strategic options may be very costly, time- consuming and complex and we may incur significant costs related to
this continued evaluation. We may also incur additional unanticipated expenses in connection with this process. A
considerable portion of these costs will be incurred regardless of whether any such course of action is implemented, or
transaction is completed. Any such expenses will decrease the remaining cash available for use in our business and may
diminish or delay any future distributions to our stockholders. In addition, we may not be able to adequately limit or
avoid future liabilities, including future costs relating to the lease on our headquarters, which may impair the value of
any potential transaction or present additional challenges to completing a strategic transaction. There can be no
assurances that any particular course of action, business arrangement or transaction, or series of transactions, will be
pursued, successfully consummated, lead to increased stockholder value, or achieve the anticipated results. Any failure of
such potential transaction to achieve the anticipated results could significantly impair our ability to enter into any future
strategic transactions and may significantly reduce or delay any future distributions to our stockholders. We may not
realize any additional value in a strategic transaction. The market capitalization of our company is below the value of
our current cash, cash equivalents and marketable securities. Potential counterparties in a strategic transaction involving
our company may place minimal or no value on our assets, including ETX- 123 and ETX- 155. Further, the development
and any potential commercialization of our product candidates would require substantial additional cash to fund the
costs associated with conducting the necessary preclinical and clinical testing and obtaining regulatory approval.
Consequently, any potential counterparty in a strategic transaction involving our company may choose not to spend the
additional resources necessary to continue developing our product candidates and may attribute little or no value, in
such a transaction, to those product candidates. If we are successful in completing a strategic transaction, we may be
exposed to other operational and financial risks. Although there can be no assurance that a transaction will result from
the process we have undertaken to assess strategic options, the negotiation and consummation of any such transaction
will require significant time on the part of our management, and the diversion of management’ s attention may disrupt
the orderly operation of our company. The negotiation and consummation of any such transaction may also require
more time or greater cash resources than we anticipate and expose us to other operational and financial risks, including:
e increased near- term and long- term expenditures; * exposure to unknown liabilities; « higher than expected



acquisition, disposition or integration costs; * incurrence of substantial debt or dilutive issuances of equity securities to
fund future operations; * write- downs of assets or incurrence of non- recurring, impairment or other charges; *
difficulty and cost in combining the operations and personnel of any acquired business with our operations and
personnel; « impairment of relationships with key suppliers or customers of any acquired business due to changes in
management and ownership; ¢ inability to retain key employees of our company or any acquired business; and
possibility of future litigation. Our Board may decide to pursue a dissolution and liquidation. In such an event, the
amount of cash available for distribution to our stockholders will depend heavily on the timing of such liquidation as well
as the amount of cash that will need to be reserved for commitments and contingent liabilities. There can be no
assurance that a strategic transaction will be completed and, whether or not such strategic transaction is completed, our
Board may decide to pursue a dissolution and liquidation. In such an event, the amount of cash available for distribution
to our stockholders will depend heavily on the timing of such decision and, as with the passage of time the amount of cash
available for distribution will be reduced as we continue to fund our operations. In addition, if our Board were to
approve and recommend, and our stockholders were to approve, a dissolution and liquidation, we would be required
under Delaware corporate law to pay our outstanding obligations, as well as to make reasonable provision for contingent
and unknown obligations, prior to making any distributions in liquidation to our stockholders. As a result of this
requirement, a portion of our assets may need to be reserved pending the resolution of such obligations and the timing of
any such resolution is uncertain. In addition, we may be subject to litigation or other claims related to a dissolution and
liquidation. If a dissolution and liquidation were pursued, our Board, in consultation with our advisors, would need to
evaluate these matters and make a determination about a reasonable amount to reserve. Accordingly, holders of our
common stock could lose all or a significant portion of their investment in the event of a liquidation, dissolution or
winding up. We may become involved in securities class action litigation that could divert management’ s attention and
harm our business, and insurance coverage may not be sufficient to cover all costs and damages. In the past, securities
class action litigation has often followed certain significant business transactions, such as the sale of a company or
announcement of any other strategic transaction, or the announcement of negative events, such as negative results from
clinical trials. These events may also result in or be concurrent with investigations by the SEC. We may be exposed to
such litigation or investigation even if no wrongdoing occurred. Litigation and investigations are usually expensive and
divert management’ s attention and resources, which could adversely affect our business and cash resources and our
ability to consummate a potential strategic transaction or the ultimate value our stockholders receive in any such
transaction . Risks Related to our Financial Position and Need for Additional Capital We have incurred significant losses since
our inception ;-and anticipate that we will incur substantial losses for the foreseeable future and may never achieve or maintain
profitability. We are a biotechnology company with a limited operating history. Our efforts are-have focused primarily on
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fes-peefwel-y—\’vle—had—&n—and &eeuﬁaﬂw}a-ted—deﬁett—other disorders of the perlpheral $120-9-mitlten-and central nervous
system $75—6 vely-. To date, we have not received regulatory
approvals for any of our product Ldn(ll(ldlL\ or generated any revenue llom 1lu sale of products, and we do not expect to
generate any revenue in the foreseeable future. We—expeet—te—eeﬂ&nﬂe—te-All of our product candidates are in early stages of
research and development and we have paused further development of our programs while we focus on evaluating
strategic alternatives. As a result, we are not profitable and we have ineur-incurred significant substantial-expenses-and
operating losses everthe-since inception. Our next- net severat-losses were $ 35. 1 million and $ 45. 2 million for the years
ended December 31, 2023 and 2022, respectively. We had an accumulated deficit of $ 156. 0 million as of December 31,
2023. While we have taken measures to reduce our expenses in the near term, we continue to devetep-incur significant
expenses related to our ongoing operations, including expenses relating to the wind down of ETX- 123 and ETX- 155 and
expenses related to our ongoing corporate restructuring, and are not eurrent-currently moving any of our existing
product candidates toward commercialization. We therefore expect to continue to have operating losses for the
foreseeable future. If we are able to complete a strategic transaction that will allow us to continue development of our
programs, we may resume our work to identify, acquire, and conduct research and development of future product
candidates —As-aresult-, swe-and potentially begin to commercialize any future products that may achieve regulatory
approval. We may encounter unforeseen expenses, difficulties, complications, delays, and other unknown factors that
may adversely affect our financial condition. The size of our future net losses will depend, in part, on the rate of future
growth of our expenses and our ablllty to generate revenues. Our prlor losses and expeet—expected fe—future losses have
had, and will continue to have, ire b

and- an adverse effect on our financ1al condltlon If we are unable to brmg any of our product candldates or lLllLll e
product candidates through full ;inetudingfor EFX—123;+eommenee—linical trials effor any reason, our— or eurrent-and-if
such product candidates or future product candidates do not gain regulatory approval, or if approved, fail to achieve
market acceptance, we may never become profitable. Even if we achieve profitability in the future, we may not be able
to sustain profitability in subsequent periods. If we are unable to access capital when needed, it could force us to delay,
reduce or terminate our product development programs, commercialization efforts, or other operations. While we
expect to have adequate capital to fund our operations through the process we have undertaken to assess strategic
options, our future capital requirements and the period during which we expect to complete this process may vary
significantly from what we expect, and we may have to seek an alternate resolution to the process. If a strategic
transaction is not consummated and / or if product development is resumed, we will require substantial additional




funding to support our continuing operations. In addition, even if we are successful in completing a strategic transaction,
we may still need to raise additional funds for any research and development or clinical programs we may choose to
pursue in the future. Because the length of time and activities associated with successful research and development of our
product candidates is highly uncertain, and because we have paused further development of our programs while we
pursue strategic alternatives, we are unable to estimate the actual funds we will require for development and any
marketing and commercialization activities for any product candidates that ultimately may be approved for sale. Our
future funding requirements, both near and long- term, will depend on many factors, including, but not limited to: * our
ability to complete a strategic transaction in a timely manner and on acceptable terms ; - initiate-the timing, cost and
progress of research and preclinical, and clinical development activities; * the number and scope of development,
preclinical and clinical programs we decide to pursue; ° the terms of any collaborations and / or research and
development agreements we may enter into, which may impact the cost, timing and development plans of one or more of
our product candidate programs; ¢ the costs involved in prosecuting and enforcing patent and other intellectual property
claims; ¢ the costs of manufacturing our product candidates by third parties; ¢ the cost of regulatory requirements,
regulatory submissions and timing of regulatory approvals; ¢ the potential delays in our preclinical studies, our
development programs and our ongoing and planned clinical trial activities due to the effects of global events, including
macroeconomic conditions and continued supply chain disruptions;  the impact of inflationary pressures on salaries and
wages, and costs of goods and transportation expenses, among other things; ¢ the cost of commercialization activities if
any future product candidates are approved for sale, including marketing, sales and distribution costs; and ¢ our efforts
to enhance operational systems and hire personnel to support development of any future product candidates. If we are
unable to obtain funding on a timely basis or on acceptable terms, we may have to pursue less advantageous strategic
opportunities, limit future research and development, or dissolve the Company and liquidate our assets. We may seek
the additional funding we will need to continuec researeh-operating in the future through collaborations and / or licensing
agreements, public or private equity offerings or debt financings, credit or loan facilities, or a combination of one or
more of these funding sources. If we raise additional funds by issuing equity securities, our stockholders will suffer
dilution and the terms of any financing may adversely affect the rights of our stockholders. In addition, as a condition to
providing additional funds to us, future investors may demand, and may be granted, rights superior to those of existing
stockholders. If we are able to raise additional funds through future debt financings, the terms of such financings are
likely to involve restrictive covenants limiting our flexibility in conducting future business activities, and, in the event of
insolvency, debt holders would be repaid before holders of our equity securities received any distribution of our
corporate assets. If we raise additional funds through licensing or collaboration arrangements with third parties, we
may have to relinquish valuable rights to our product candidates or grant licenses on terms that are not favorable to us.
We also could be required to seek collaborators for product candidates at and- an earlier stage than otherwise would be
desirable or relinquish some or all of our rights to certain product candidates or technologies that we otherwise would
seek to develop or commercialize ourselves. Failure to obtam capltal when needed on acceptable terms may force us to
delay, limit or terminate our product development ; ek and commercialization of our current or
future product candidates, which could have a materlal and adverse effect on our business, financial condition, results of
operations, and prospects. If we are unable to successfully develop and commercialize product candidates or experience
significant delays in doing so, our business may be harmed. Drug development is a highly uncertain undertaking and
involves a substantial degree of risk. For example, we have paused or discontinued the development of all of our
remamlng product candldates, whlch are stlll in drug discovery effeﬁs—stages, and we may not ever obtam regulatory




v To date, we have not mlllalcd or
completed a pivotal clinical llldl oblamcd marketing approval for any ploducl candidates, manufactured a commercial scale
product or arranged for a third party to do so on our behalf, or conducted sales and marketing activities necessary for successful
product commercialization. Our short operating history as a company makes any assessment of our future success and viability
subject to significant uncertainty. We will encounter risks and difficulties frequently experienced by early- stage biotechnology
companies in rapidly evolving fields, and we have not yet demonstrated an ability to successfully overcome such risks and
difficulties. If we do not address these risks and difficulties successfully, our business may be harmed. We currently have no
source of product revenue and may never become profitable. We have paused further development of our programs and
to date, we have not generated any revenues from commerclal product sales, or 0therw1se. Our ab111ty to generate revenue

b re 3 te : achlc\ e profitability w1ll depend
upon our ab111ty we—n‘rust—sueeeed—ei-t-hehllonc or with t-hfrd-par&es-any future collaborators irto successfully
commercialize any products that we may developing--- develop , ebtaining-in- license or acquire in the future. Even if we
are able to successfully achieve regulatory approval for any future product candidates , manufactoring-and-marketing
theraptes-with-signifieanteommeretal-sueeess-we do not know when any of these products will generate revenue from
product sales for us, if at all . Our ability to generate revenue and-achieve-profitability-from any of our future product
candidates also depends on many-a number of additional factors, including our or any future collaborators’ ability to :
sueeessfully-eompleting-complete preelinieal-and-development activities, including the necessary clinical trials ée‘v‘e'}epiﬂeﬁt-
of ourproducteandidates; * assessiig-complete and submit Fer-developingnew produeteandidates-drug applications, or
NDAs, to the U. S. Food and Drug Administration, or FDA, and obtain regulatory approval orfor potentialnew
indications for eureurrent—pre&uet—e&nd-td&tes—whlch there is a commerclal market + complete developingasustainable-and
submit applications to sealab as—wel-l—as—esfa-bhshmg—and maittaining

obtain regulatory approval from, forelgn regulatory authorltles; eseta commuually viable price for our products; ¢
establish and maintain supply and manufacturing relationships with third parties , and ensure adequate and legally
compllant manufacturlng of bulk drug substances and drug products to maintain that supply e&n—preﬂde—&dequa-te
* negotiating-favorable

ferrﬁs—m—develop a commercial organlzatlon capable of sales, marketlng and d1str1butlon for any products eollaberation;
heensing-or-for etherarrangements-into-which we may-enter-obtain marketing approval and intend to sell ourselves in the
markets in which we choose to commercialize on our own ; - obtainingregutatory-approvals-and-find suitable distribution
partners to help us ma-rket—mgﬂ—— market aut-heﬂzaﬁeﬁs—fer— sell and dlstrlbute our approved prodaet-products in other
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maintainitg---- maintain ;-and preteeting—--- protect ;expanding-and-enforeingour pertfette-efintellectual property rights 5
mel-udtng—paten?s—tr&de—seerets—&nd—knew—hew— and - attraeting--- attract , hiring-hire and retaining—-- retain qualified
personnel. In addition, Beeause-because of the numerous risks and uncertainties associated with drag-pharmaceutical product
development , any future product candidates may not advance through development or achieve the endpoints of
applicable chnlcal trials , we are unable to predict the timing or amount of eur-increased expenses, or when or if we will be
able to generate-any-meantngfalrevente-or-achieve or maintain profitability s#ever In addition, our expenses could increase
beyond ewrearrent-expectations if we decide, or are required by the FDA s-or foreign regulatory agenetes-authorities , t

perform studies or ehnteak-trials in addition to those that we currently anticipate ;e Even if we can complete there-—- the&re
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these products. Even if we can generate revenues from the sale of any future product candldates that may be approved
produet-eandidate-, we may not become profitable and engeing-eomplianee-efforts-may need to obtain additional funding to
continue operations. If we fail to become profitable or are unable to sustain profitability on a continuing basis, then we
may be unable to continue our operations at planned levels and be forced to reduce our operations . Risks Related to our
Business and the Development of our Product Candidates Our business-future success is dependent primarily on the
regulatory approval and commercialization of our future product candidates. We do not have any products that have
gained regulatory approval. As a result, our prospects, including our ability to finance our operations and generate
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oreign regulatory dUlhOllllLS may-require-ts. The FDA review process for an NDA typlcally takes more than a year to
strbn%rt—add-rt—teﬂal—da-ta—sueh—as—}eng—complete and approval is never guaranteed. Before obtaining regulatory approvals for
the commercial sale of our future product candidates for a target 1nd1catlon, we must demonstrate w1th substantlal
evidence gathered in preclinical and well - controlled term 3 ;
us-to-tnittate-a-clinical triak-trials , generally including at least d
datato-two date-well- controlled Phase 3 trials , ha-‘b‘lﬂg—beeﬁ-d'e‘b‘e}eped-eﬁtﬁid'e-and w1th respect to approval in the U mud
States , to the satisfaction of the FDA, that the product candidate is safe and effective for use for that target indication
and that the manufacturing facilities, processes and controls are adequate. Obtaining regulatory approval for marketing
of our future product candidates in one country does not ensure we will be able to obtain regulatory approval in other
countries but a failure or delay in obtaining regulatory approval in one country may have a negative effect on the
regulatory process in other countries. Even if our future product candidates were to successfully obtain approval from
the FDA and comparable foreign regulatory authorities, any approval might contain significant limitations related to use
restrictions for specified age groups, gender or subpopulation of target indication, warnings, precautions or
contraindications, or may be subject to burdensome post- approval study or risk management requirements. If we are
unable to obtain regulatory approval for one or more jurisdictions, or any approval contains significant limitations, we
may not be able to obtain sufficient funding or generate sufficient revenue to continue the development of any of our
future product candidate that we may discover, in- license, develop or acquire in the future. Also, any regulatory
approval of any of our future product candidates, once obtained, may be withdrawn. Furthermore, even if we obtain
regulatory approval for any of our future product candidates, their commercial success will depend on a number of
factors, including the following: * development of a commercial organization or establishment of a commercial
collaboration with a commercial infrastructure ; - nability-to-eompete-with-other-theraptes-establishment of commercially
viable pricing and adequate reimbursement from third- party and government payors ; * poeor-the ability of our third-
party manufacturers to manufacture quantities of our products in commercially sufficient processes and at a scale
sufficient to meet anticipated demand and enable us to reduce our cost of manufacturing; * our success in educating
physicians and patients about the benefits, administration and use of our products; ¢ the availability, perceived
advantages, relative cost, relative safety and relative cfficacy of alternative and competing treatments; ¢ the effectiveness
of our own or our potential strategic collaborators’ marketing, sales and distribution strategy and operations;
acceptance of our products as safe and effective by patients and the medical community; and ¢ a continued acceptable
safety profile of our products following approval. Many of these factors are beyond our control. If we, or our potential
commercialization collaborators, are unable to successfully commercialize our product candidates during-elinteattrials-,
sueh-as-we may not be able to earn sufficient revenues to continue our business. Even if our future product candidates
receive regulatory approval, the-they fatlire-may still face future development and regulatory difficulties. Even if we
obtain regulatory approval for a future product candidate, it would be subject to ongoing requirements by the FDA and
comparable foreign regulatory authorities governing the manufacture, quality control, further development, labeling,
packaging, storage, distribution, safety surveillance, import, export, advertising, promotion, recordkeeping and
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closely monltored by the FDA and comparable forelgn regulatory authorltles after apprevaw}s— approval and-. If the FDA
or comparable foreign regulatory authorities become aware of new safety information after approval of any requirements
future product candidate, they may require labeling changes for- or establishment of a Risk Evaluation and Mitigation
Strategy (REMS) or similar strategy, impose significant restrictions on a product’ s indicated uses or marketing, or
impose ongoing requirements for potentially costly post- approval studies or post- market surveillance. In addition,
manufacturers of drug products and their facilities are subject to continual review and periodic inspections by the FDA
and other regulatory authorities for compliance with current good manufacturing practice (¢cGMP), requirements and
other regulations. If we or a regulatory agency discover previously unknown problems with a product, such as adverse
events of unanticipated severity or frequency, or problems with the facility where the product is manufactured, a
regulatory agency may impose restrictions on that product, may-berequired-by-the FBDA-manufacturing facility or us,
including requiring recall or withdrawal of the product from the market or suspension of manufacturing. If we, or-our
eomparable-product candidates or the manufacturing facilities for our product candidates, fail to comply with applicable
regulatory requirements , a regulatory agency may: ¢ issue warning letters or untitled letters irotherjurisdietions-to-ensare
the-benefits-ofanrindividual-produet-outwetgh-itsrisks— tm-faverab-le—aeeeptanee—e-ﬁlmpose restrlctlons on the marketlng ot
- or manufacturing of elinteat-trial-data-by-thc product candidates patier hird 0
fatlure-oef mandate modifications to promotional materials etr— or require us to prov1de correctlve 1nformat10n to

healthcare practitioners; * require us or any future collaborator to enter into a consent decree, which can include




imposition of various fines, reimbursements for inspection costs, required due dates for specific remediation actions and
penalties for noncompliance; * seek an injunction or impose civil or criminal penalties or monetary fines; * suspend or
withdraw regulatory approval; * suspend any ongoing clinical trials; ¢ refuse to approve pending applications or
supplements to applications filed by us; * suspend or impose restrictions on operations, including costly new
manufacturing requirements; or ° seize or detain products, refuse to permit the import or export of products, or require
us to initiate a product recall. The occurrence of any event or penalty described above may inhibit our ability to
commercialize any future product candidates and generate revenue. The FDA strictly regulates the advertising and
promotion of drug products, and drug products may only be marketed or promoted for third- their FDA approved uses,
consistent with the product’ s approved labeling. Advertising and promotion of any product candidate that obtains
approval in the United States will be heavily scrutinized by the FDA, the DOJ, the Office of Inspector General of the
Department of Health and Human Services, state attorneys general, members of Congress and the public. Violations,
including promotion of our products for unapproved or off - partycontractors-or-label uses, are subject to enforcement
letters, inquiries and investigators-investigations , and civil, criminal and / or administrative sanctions by the FDA and
other enforcement authorities. Additionally, advertising and promotion of any product candidate that obtains approval
outside of the United States will be heavily scrutinized by relevant foreign regulatory authorities. In the United States,
engaging in impermissible promotion of our future products for off- label uses can also subject us to false claims
litigation under federal and state statutes, which can lead to numerous actions, including civil, criminal and / or
administrative penalties and fines and agreements that materially restrict the manner in which we promote or distribute
our drug products. These false claims statutes include the federal False Claims Act, which allows the federal
government, or any individual relator or whistleblower on behalf of the federal government to bring a lawsuit against a
pharmaceutical company alleging submission of false or fraudulent claims, or causing to present such false or fraudulent
claims, for payment by a federal program such as Medicare or Medicaid. If the government prevails in the lawsuit, the
individual relator may share in any fines or settlement funds. Since 2004, these False Claims Act lawsuits against
pharmaceutical companies have increased significantly in volume and breadth, leading to several substantial civil and
criminal settlements based on certain sales practices promoting off- label drug uses. This growth in litigation has
increased the risk that a pharmaceutical company will have to defend a false claim action, pay settlement fines or
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approval of any future product candldates If we are slow -fer— or —unable to adapt to changes in ex1st1ng requlrements or
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marketlng approval that ethe%petent—ra-l—pre&uet—e&nd-rd&te—\\ ¢ may have obtained and / develop;-we-maynotbe-ableto
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prospects and ability to achieve for-- or sustain profitability E1223-netherindteations-. Preclinical and clinical
development involves a lengthy, complex and expensive process with an uncertain outcome. The outcome of preclinical testing
and early clinical trials may not be predictive of the success of later clinical trials, and the results of our clinical trials may not
satisfy the requirements of the FDA or comparable foreign regulatory authorities. To obtain the requisite regulatory approvals to
commercialize any future product candidates, we must demonstrate through extensive preclinical studies and clinical trials that
our product candidates are safe and effective in humans to the satisfaction of FDA. Clinical testing is expensive and can take




many years to complete, and its outcome is inherently uncertain. In particular, in the United States, the general approach for
FDA approval of a new drug is dispositive data from two well- controlled, Phase 3 clinical trials of the relevant drug in the
relevant patient population. Phase 3 clinical trials typically involve hundreds to thousands of patients, have significant costs and
take years to complete. A product candidate can fail at any stage of testing, even after observing promising signs of activity in
earlier preclinical studies or clinical trials, as demonstrated by the failure of ETX- 810 to achieve statistically significant
separation from placebo on the primary endpoint in either of our Phase 2a clinical trials in DPNP and LSRP, respectively. The
results of preclinical studies and early clinical trials of our product candidates may not be predictive of the results of later- stage
clinical trials. For example, preclinical models evaluating product candidates for pain are notoriously unreliable and, as such, the
therapies face substantial translational risk. In addition, initial success in clinical trials may not be indicative of results obtained
when such trials are completed. There is typically an extremely high rate of attrition from the failure of product candidates
proceeding through clinical trials. Product candidates in later stages of clinical trials may fail to show the desired safety and
efficacy profile despite having progressed through preclinical studies and initial clinical trials. A number of companies in the
biotechnology industry have suffered significant setbacks in advanced clinical trials due to lack of efficacy or emergence of
unacceptable safety issues, notwithstanding promising results in earlier trials. Most product candidates that commence clinical
trials are never approved and there can be no assurance that any of our future clinical trials will ultimately be successful or
support further preclinical or clinical development of ETX- 123 , ETX- 155 or any of our other product candidates. The
commencement and rate of completion of preclinical studies and clinical trials may be delayed by many factors, including: *
inability to generate sufficient preclinical or other in vivo or in vitro data to support the initiation of clinical studies; ¢ preclinical
studies or clinical trials may show the product candidates to be less effective than expected (e. g., a clinical trial could fail to
meet its primary endpoint (s)) or to have unacceptable side effects or toxicities; ¢ failure to establish clinical endpoints that
applicable regulatory authorities would consider clinically meaningful;  delays in reaching agreement on acceptable terms with
prospective CROs, and clinical trial sites, the terms of which can be subject to extensive negotiation and may vary significantly
among different CROs and clinical trial sites; ¢ delays in identifying, recruiting and training suitable clinical investigators; ¢
differences in trial design between early- stage clinical trials and later- stage cllnlcal trials make it difficult to extrapolate the
results of earller clinical tr1als to later clinical trials fe—gwe-base e-hypothests p-stueies

-ELHG-—S-I-G)— delays in recru1t1ng su1table patrents to participate in our clrnrcal trials; delays in rnanufacturrng, testing,
releasing, validating or importing / exporting sufficient stable quantities of our product candidates for use in clinical trials or the
inability to do any of the foregoing; ¢ insufficient or inadequate supply or quality of product candidates or other materials
necessary for use in clinical trials, or delays in sufficiently developing, characterizing or controlling a manufacturing process
suitable for clinical trials; ¢ imposition of a temporary or permanent clinical hold by regulatory authorities; * developments on
trials conducted by competitors for related technology that raises FDA or foreign regulatory authority concerns about risk to
patients of the technology broadly, or if the FDA or a foreign regulatory authority finds that the investigational protocol or plan
is clearly deficient to meet its stated objectives; * delays in recruiting, screening and enrolling patients and delays caused by
patients withdrawing from clinical trials or failing to return for post- treatment follow- up; ¢ difficulty collaborating with patient
groups and investigators; ¢ failure by our CROs, other third parties or us to adhere to clinical trial protocols; ¢ failure to perform
in accordance with the FDA’ s or any other regulatory authority’ s good clinical practice requirements (GCPs) or applicable
regulatory guidelines in other countries; ¢ occurrence of adverse events associated with the product candidate that are viewed to
outweigh its potential benefits, or occurrence of adverse events in trial of the same class of agents conducted by other
companies; * the cost of clinical trials of our product candidates being greater than we anticipate; ¢ clinical trials of our product
candidates producing negative or inconclusive results, which may result in our deciding, or regulators requiring us, to conduct
additional clinical trials or abandon development of such product candidates; ¢ transfer of manufacturing processes to larger-
scale facilities operated by a third- party contract development and manufacturing organization (CDMO) and delays or failure
by our CDMOs or us to make any necessary changes to such rnanufactunng process and th1rd partres being unwrllmg or
unable to satrsfy thelr contractual 0bl1gat1ons {0 us. Hra d-by REORE v

planned-and-ongoingpreelinteal-studies-and-e als- Any 1nab111ty to successfully 1n1t1ate or complete preclrn1cal studies or
clinical trials could result in additional costs to us or impair our ability to generate revenue from product sales. In addition, if we
make manufacturing or formulation changes to our product candidates, we may be required to or we may elect to conduct
additional studies to bridge our modified product candidates to earlier versions. Clinical trial delays could also shorten any
periods during which our products have patent protection and may allow our competitors to bring products to market before we
do, which could impair our ability to successfully commercialize our product candidates and may seriously harm our business.
Further, clinical trials that we may undertake in the future will likely contain endpoints that require subjective assessments and
subject us to a substantial risk of ““ placebo effect ” which is a well- known risk in clinical trials evaluating therapeutics for pain
as well as depression. While a product candidate may show clinical activity or therapeutic benefit, a high placebo effect in a
clinical trial will make it difficult to ascertain that benefit or to show statistically significant effect of the product candidate as

compared to the control arm and may ult1mately cause a clrnrcal tr1al to farl Fefe*ample—tﬂ—beth—e—ﬁetuellhase—}a—elmteal-tﬂals

-pftmafy—endpetﬂt—Moreover pr1nc1pal 1nvest1gators for our future cllnlcal trials may serve as screntrﬁc advrsors or consultants
to us fremrtime-te-time-and receive compensation in connection with such services. Under certain circumstances, we may be
required to report some of these relationships to the FDA or comparable foreign regulatory authorities. The FDA or comparable
foreign regulatory authority may conclude that a financial relationship between us and a principal investigator has created a
conflict of interest or otherwise affected interpretation of the study. The FDA or comparable foreign regulatory authority may




therefore question the integrity of the data generated at the applicable clinical trial site and the utility of the clinical trial itself
may be jeopardized. This could result in a delay in approval, or rejection, of our marketing applications by the FDA or
comparable foreign regulatory authority, as the case may be, and may ultimately lead to the denial of marketing approval of one
or more of our product candidates. Delays in the completion of any preclinical studies or clinical trials of our product candidates
will increase our costs, slow down our product candidate development and approval process and delay or potentially jeopardize
our ability to commence product sales and generate product revenue. In addition, many of the factors that cause, or lead to, a
delay in the commencement or completion of clinical trials may also ultimately lead to the denial of regulatory approval of our
product candidates. Any delays to our preclinical studies or clinical trials that occur as a result could shorten any period during
which we may have the exclusive right to commercialize our product candidates and our competitors may be able to bring
products to market before we do, and the commercial viability of our product candidates could be significantly reduced. Any of
these occurrences may harm our business, financial condition and prospects significantly. If we seek to conduct clinical trials in
foreign countries or pursue marketing approvals in foreign jurisdictions, we must comply with numerous foreign regulatory
requirements governing, among other things, the conduct of clinical trials, manufacturing and marketing authorization, pricing
and third- party reimbursement. The foreign regulatory approval process varies among countries and jurisdictions and may
include all of the risks associated with FDA approval described above and as-weH-as-risks attributable to the satisfaction of local
regulations in foreign jurisdictions. Moreover, the time required to obtain approval may differ jurisdiction- to- jurisdiction from
that required to obtain FDA approval. Approval by foreign regulatory authorities does not ensure approval by the FDA and,
similarly, approval by the FDA does not ensure approval by regulatory authorities outside the United States. Successful
completion of clinical trials is a prerequisite to submitting a marketing application to foreign regulatory authorities or the FDA,
for each product candidate and, consequently, the ultimate approval and commercial marketing of any product candidates. We
may experience negative or inconclusive results, or regulators may be unwilling to accept preclinical or clinical data obtained in
foreign jurisdictions, which may result in our deciding, or our being required by regulators, to conduct additional clinical studies
or trials or abandon some or all of our product development programs, which could harm our business. Publie-health-erisessaeh

bustness-interruption—Disruptions at the FDA, the HB—S—Seeurittes-and-Exehange-Commisston(-SEC yand other government

agencies caused by funding shortages or global health concerns could hinder their ability to hire and retain key leadership and




other personnel, prevent new products and services from being developed or commercialized in a timely manner or otherwise
prevent those agencies from performing normal business functions on which the operation of our business may rely, which
could negatively impact our business. The ability of the FDA to review and approve new products can be affected by a variety
of factors, including government budget and funding levels, ability to hire and retain key personnel and accept the payment of
user fees, and statutory, regulatory and policy changes. Average review times at the agency have fluctuated in recent years as a
result. In addition, government funding of the SEC and other government agencies on which our operations may rely, including
those that fund research and development activities, is subject to the political process, which is inherently fluid and
unpredictable. Disruptions at the FDA and other agencies may also slow the time necessary for new drugs to be reviewed and /
or approved by necessary government agencies, which would adversely affect our business. For example, in recent years,
including in 2018 and 2019, the U. S. government shut down several times and certain regulatory agencies, such as the FDA and
the SEC, had to furlough critical employees and stop critical activities. If a prolonged government shutdown occurs, it could
significantly impact the ability of the FDA to timely review and process our regulatory submissions, which could have a
material adverse effect on our business. Further, future government shutdowns could impact our ability to access the public
markets and obtain necessary capital #rerderto properly capitalize and continue our operations. Our future product candidates
may cause undesirable side effects or have other properties that could delay or prevent their regulatory approval, limit thetr—-
the commercial petenttal-profile of an approved label, or result in significant negative consequences following regulatery-any
marketing approval if-ebtained- Undesirable side effects caused by EFX—23-er-our any-ethereurrentor-futurc product
eandidate-candidates could cause us or regulatory authorities to interrupt, delay or halt-pause clinical trials and could result in a
more restrictive label or the delay or denial of regulatory approval by the FDA or other comparable foreign regulatory
authority. If undesirable side effects do occur in our future clinical trials they could cause delay or even discontinuance
of further development of future product candidates, which would impair our ability to generate revenues and would
have a material adverse effect on our business, results of operations, financial condition and cash flows and prospects. As
a result of undesirable side effects or further safety issues that we may experience in our clinical trials in the future, we
may not receive approval to market any future product candidates, which could prevent us from ever generating
revenues or achieving profitability. Results of our trials could reveal an unacceptably high severity and prevalence of
side effects. In such an event, our trials could be suspended or termmated and the FDA or Compdldble foreign IeLuldtOI‘y
authorities —Resu-l-ts—e-f—eﬂ-ﬁel-rmea-l—tﬂa-ls—could order us revea : i verity

could &lse—affect patient recrultment or the ablllty of enrolled subjects to complete the trlal or Iesult n potentml product
liability claims. Undesirable-stde-Any of these occurrences may have a materlal adverseef-feets—~ effecttn—eﬁe— on of eur
el-rmea-l—trrals—(e%our busmess, results ina-elintealtrial-of aeemp

marketlng of such pIOdllLt eandid G g G
withdraw their approvals of such product . regulatory authorltles may require t-he—add-rt—teﬁ—addltlonal eﬂabel-rng
statements;——bexed->warnings ;-on the label that could diminish the usage or otherwise limit the commercial success of



such products; * the FDA or other regulatory bodies may issue safety alerts, Dear Healthcare Provider letters, press releases

or other communications contalnlng Warmngq e%et-hersa—feﬁ—mferm&ﬁeﬂ—about t-he—such product * we-may-berequired-to

regulatory authority may require the estabhshment or modlﬁcatlon of a s1mllar strategy that may, for instance, restrict
distribution of our products and impose burdensome implementation requirements on us ; * we may be required to

change the way the product is admmlstered or conduct additional clinical trials er—eesﬂy—pest——m&rkeﬁﬁg—tes&ﬁg—&ﬂd
d 6 ; » we could be sued and held liable for injary-harm caused to

subjects tﬂd-w-téua-}s—e*pesed-te-er—ta-klﬂg—eu% or patlents; . we may be subject to litigation or product eandidates-liability
claims ; and ¢ our reputation may suffer. Any of these events could prevent us from achieving or malntalnlng market acceptance
of the frf-feeted-partlcular product ea-nd-tdates» candldate d aftia
produet-eandidates-, if approved ;and-st
generate-reventes-. [{ we encounter dlfflcultlei emolllng and / or retalnlng patlents in our future clinical trials, our clinical
development activities could be delayed or otherwise adversely affected. We-If we are able to move any of our product
candidates to the clinical trial stage, we may not be able to initiate or continue our planned clinical trials on a timely basis or
at all for our product candidates if we are unable to recruit and enroll a sufficient number of eligible patients to participate in
these trials through completion of such trials as required by the FDA or other comparable foreign regulatory authorities. Patient
enrollment is a significant factor in the timing of clinical trials. Our ability to enroll eligible patients may be limited or may
result in slower enrollment than we anticipate. There may be limited patient pools from which to draw for clinical studies. The
eligibility criteria of our clinical studies will further limit the pool of available study participants as we will require that patients
have specific characteristics that we can measure or to assure their disease is either severe enough or not too advanced to include
them in a study. Patient enrollment for our current or any future clinical trials may be affected by other factors, including: * the
patient eligibility criteria defined in the protocol; ¢ the size of the patient population required for analysis of the trial’ s primary
endpoints; ¢ the proximity of patients to trial sites; ¢ the design of the trial; ¢ the availability and efficacy of approved drugs for
the disease under investigation; * perceived risks and benefits of the product candidate under study; * our ability to recruit
clinical trial investigators with the appropriate competencies and experience; * competing clinical trials and clinicians’ and
patients’ perceptions as to the potential advantages and risks of the product candidate being studied in relation to other available
therapies, including any new drugs that may be approved for the indications that we are investigating; ¢ clinicians’ willingness
to screen their patlents for biomarkers to mdlcate Wthh patlent% may be eligible for emollment in our clinical trials +=the

; g v ; avel; ¢ our ability to obtain and
maintain patient consents; ¢ patient referral practices of phyqlclane ° the ablhty to monitor patlents adequately during and after
treatment; ¢ proximity and availability of clinical trial sites for prospective patients; and ¢ the risk that patients enrolled in
clinical trials will drop out of the trials before completion. In addition, our clinical trials may compete with other clinical trials
for product candidates that are in the same therapeutic areas as our product candidates, and this competition would reduce the
number and types of patients available to us, because some patients who might have opted to enroll in our trials may instead opt
to enroll in a trial being conducted by one of our competitors. Since the number of qualified clinical investigators is limited, we
expect to conduct some of our clinical trials at the same clinical trial sites that some of our competitors use, which will reduce
the number of patients who are available for our clinical trials in such clinical trial site. Our 1nab111ty to enroll enough &
suffretentaumber-ofpatients for our clinical trials would result in significant delays or might require us to abandon one or more
clinical trials aktegether- Delays in patient enrollment may result in increased costs, affect the timing or outcome of the planned
clinical trials, product candidate development and approval process and jeopardize our ability to seek and obtain the regulatory
approval required to commence product sales and generate revenue, which could prevent completion of these trials, adversely
affect our ability to advance the development of our product candidates, cause the value of our company to decline and limit our
ability to obtain additional financing if needed. Furthermore, even if we can are-able-te-enroll enough a-suffietentnumber-of
patients for our clinical trials, we may have difficulty maintaining participation in our clinical trials through the treatment and
any follow- up periods. We are also required to register certain clinical trials and post the results of completed clinical trials on a
government- sponsored database, such as www. ClinicalTrials. gov in the United States, within certain time frames. Failure to

do S0 can reqult in fines, adverse publlclty and ClVll and cnmlnal sanctions —Interintopline-and-preliminary-datafronrour
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our-ecommeretalopportunity-may-be-timited-. We could be subject to product liability lawsuits based on the use of our product
candidates in clinical testing or, if obtained, following our products’ marketing approval and commercialization. Product
liability lawsuits brought against us or any of our future collaborators could divert our resources and attention, require us to
cease clinical testing, cause us to incur substantial liabilities or limit commercialization of our product candidates. We are
exposed to potential product liability and professional indemnity risks that are inherent in the research, development,
manufacturing, marketing and use of biotechnology products. Currently, we have no products that have been approved for
commercial sale; however, the use of our product candidates by us and any collaborators in clinical trials may expose us to
liability claims. We will face an even greater risk if product candidates are approved by regulatory authorities and introduced
commercially. Product liability claims may be brought against us or our partners if any product candidate we develop allegedly
causes injury or is found to be otherwise unsuitable for human use during product testing, manufacturing, marketing or sale.
Any such product liability claim may include allegations of defects in manufacturing, defects in design, a failure to warn of
dangers inherent in the product, negligence, strict liability and a breach of warranties. Claims could also be asserted under state
consumer protection acts. Such claims could be made by participants enrolled in our clinical trials, patients, health care
providers, biotechnology companies, our collaborators or others using, administering or selling any of our future approved
products. If we cannot successfully defend ourselves against any such claims, we may incur substantial liabilities or be required
to limit commercialization of our product candidates. Even successful defense would require significant financial and
management resources. Regardless of the merits or eventual outcome, product liability claims may result in: * decreased
demand for any of our future approved products; * injury to our reputation; * withdrawal of clinical trial participants; ¢
termination of clinical trial sites or entire trial programs; * significant litigation costs; ¢ substantial monetary awards to, or costly
settlements with, patients or other claimants; ¢ product recalls or a change in the indications for which any approved drug
products may be used; ¢ loss of revenue; ¢ diversion of management and scientific resources from our business operations; and ¢



the inability to commercialize our product candidates. Although the clinical trial process is designed to identify and assess
potential side effects, clinical development does not always fully characterize the safety and efficacy profile of a new medicine,
and it is always possible that a drug, even after regulatory approval, may exhibit unforeseen side effects. If our product
candidates were to cause adverse side effects during clinical trials or after approval, we may be exposed to substantial liabilities.
Physicians and patients may not comply with any warnings that identify known potential adverse effects and patients who
should not use our product candidates. If any of our product candidates are approved for commercial sale, we will be highly
dependent upon consumer perceptions of us and the safety and quality of our products. We could be adversely affected if we are
subject to negative publicity associated with illness or other adverse effects resulting from physicians’ or patients’ use or misuse
of our products or any similar products distributed by other companies. Although we maintain product liability insurance
coverage including clinical trial liability, this insurance may not fully cover potential liabilities that we may incur. The cost of
any product liability litigation or other proceeding, even if resolved in our favor, could be substantial. We will need to increase
our insurance coverage if we commercialize any product that receives regulatory approval. In addition, insurance coverage is
becoming increasingly expensive. If we are unable to maintain sufficient insurance coverage at an acceptable cost or to
otherwise protect against potential product liability claims, it could prevent or inhibit the development and commercial
production and sale of our product candidates, which could harm our business. Risks Related to Legal and Regulatory
Compliance Enacted and future legislation may increase the difficulty and cost for us to obtain marketing approval and
commercialize our product candidates and may affect the prices we may charge for such product candidates. The United States
and many foreign jurisdictions have enacted or proposed legislative and regulatory changes affecting the healthcare system that
could prevent or delay marketing approval of our product candidates, restrict or regulate post- approval activities and affect our
ability to profitably sell any product for which we obtain marketing approval. In March 2010, the Patient Protection and
Affordable Care Act, as amended by the Health Care and Education Reconciliation Act of 2010, or collectively, the Affordable
Care Act (ACA), was enacted, which includes measures that have significantly changed the way health care is financed by both
governmental and private insurers. There have been executive, judicial and congressional challenges to certain aspects of the
ACA. For example, on June 17, 2021, the U. S. Supreme Court dismissed a judicial challenge to the ACA brought by several
states without specifically ruling on the constitutionality of the ACA. Further, on August 16, 2022, President Biden signed the
Inflation Reduction Act of 2022 (IRA) into law, which among other things, extends enhanced subsidies for individuals
purchasing health insurance coverage in ACA marketplaces through plan year 2025. The IRA also eliminates the “ donut hole ”
under the Medicare Part D program beginning in 2025 by significantly lowering the beneficiary maximum out- of- pocket cost
and through a newly established manufacturer discount program. It is unclear how any additional challenges or future healthcare
reform measures of the Biden administration will impact the ACA. In addition, other legislative changes have been proposed
and adopted since the ACA was enacted. For example, in August 2011, the Budget Control Act of 2011 was signed into law,
which, among other things, included aggregate reductions to Medicare payments to providers of, on average, 2 % per fiscal year,
effective April 1, 2013, which, due to subsequent legislative amendments including the Infrastructure Investment and Jobs Act
and the Consolldated Approprlatlons Act of 2023 erl stay in effect untrl %93—1—2032 unless Congress takes add1t10nal action

year—e-f—t-h—rs—sequesteie Recently, there has been increasing leglslatrve and enforcement 1nterest in the Unlted States w1th respect
to specialty drug pricing practices. Specifically, there have been several recent U. S. presidential executive orders, congressional
inquiries and legislation designed to, among other things, bring more transparency to drug pricing, reduce the cost of
prescription drugs under Medicare, review the relationship between pricing and manufacturer patient programs and reform
government program reimbursement methodologies for drugs. At the federal level, the Biden administration used several means
to propose or implement drug pricing reform, including through executive orders and policy initiatives. For example, in July
2021, the Biden administration released an executive order, “ Promoting Competition in the American Economy, ” with multiple
provisions aimed at prescription drugs. In response to Biden’ s executive order, on September 9, 2021, U. S. Department of
Health and Human Services (HHS) released a Comprehensive Plan for Addressing High Drug Prices that outlines principles for
drug pricing reform and sets out a variety of potential legislative policies that Congress could pursue to advance these principles.
In addition, the IRA, among other things, (1) directs HHS to negotiate the price of certain single- source drugs and biologics
covered under Medicare Part B and Part D that have been approved by the FDA for at least 7 years for drugs, and 11 years for
biologics; and (2) imposes rebates under Medicare Part B and Medicare Part D to penalize price increases that outpace inflation.
Drugs and biologics are selected for negotiation two years prior to the negotiated price taking effect. Therefore, if selected for
price negotiations, small- molecule drug manufacturers and biologic manufacturers are afforded at least 9 years and 13 years,
respectively, before they must sell their product at the negotiated price under Medicare Part B and Part D, as applicable. The
IRA permits HHS to implement many of these provisions through guidance, as opposed to regulation, for the initial
years. HHS has and will continue to issue and update guidance as these programs as implemented. These provisions w
take effect progressively starting in fiscal year 2023 . On August 29, 2023, HHS announced the list of the first ten drugs that
will be subject to price negotlatlons although t-hey» the ma—y—be—Medlcare drug prlce negotlatlon program is currently
subject to legal challenges. #48 v A 5 y v ; §
the-pharmaeeutteatindustry—F urther in response to the Biden admlnrstratlon feleased-aﬁ—addrt-tenal- s October 2022 executrve
order , on Oe’cebeﬁFebruary l4 %92%2023 dtreet-mg—HHS released te—subnﬁt—a report outhmngwx-t-hm—nrnet-y—@@)—dﬁfs-eﬂ
hew—t-h&three § are-atreHy Rt he g new models for lewering-drug
eosts-testing by the Centers for Medrcare aﬁd-& Medrcald beﬂeﬁeiaﬂes—Servwes (CMS) Innovation Center which will be
evaluated on their ability to lower the cost of drugs, promote accessibility, and improve quality of care . It is unclear

whether the models this-exeeutive-order-orsimtlarpoliey-initiatives-will be implemented-utilized in any health reform

measures in the future . On December 7, 2023, the Biden administration announced an initiative to control the price of




prescription drugs through the use of march- in rights under the Bayh- Dole Act. On December 8, 2023, the National
Institute of Standards and Technology published for comment a Draft Interagency Guidance Framework for
Considering the Exercise of March- In Rights which for the first time includes the price of a product as one factor an
agency can use when deciding to exercise march- in rights. While march- in rights have not previously been exercised, it
is uncertain if that will continue under the new framework . At the state level, legislatures have increasingly passed
legislation and implemented regulations designed to control costs for pharmaceutical and biological products. We expect that
the healthcare reform measures that have been adopted and may be adopted in the future may result in more rigorous coverage
criteria and in additional downward pressure on the price that we receive for any approved product and could seriously harm our
future revenues. Any reduction in reimbursement from Medicare or other government programs may result in a similar reduction
in payments from private payors. The implementation of cost containment measures or other healthcare reforms may prevent us
from being able to generate revenue, attain profitability or commercialize our products. Our business operations and current and
future relationships with investigators, health care professionals, consultants, third- party payors and customers will be subject,
directly or indirectly, to federal and state healthcare fraud and abuse laws, false claims laws and other healthcare laws and
regulations. If we are unable to comply, or have not fully complied, with such laws, we could face substantial penalties.
Healthcare providers and others play a primary role in the recommendation and prescription of any products for which we obtain
marketing approval. Although we do not currently have any products on the market, our operations may be, directly or indirectly
through our prescribers, customers and third- party payors, subject to various U. S. federal and state healthcare laws and
regulations. These laws may impact, among other things, our current business operations, including our clinical research
activities and proposed sales, marketing and education programs and constrain the business of financial arrangements and
relationships with healthcare providers and other parties through which we may market, sell and distribute our products for
which we obtain marketing approval. In addition, we may be subject to additional healthcare, statutory and regulatory
requirements and enforcement by foreign regulatory authorities in jurisdictions in which we conduct our business. The laws that
may affect our ability to operate include: * the U. S. federal Anti- Kickback Statute, which makes it illegal for any person or
entity, including a prescription drug manufacturer (or a party acting on its behalf), to knowingly and willfully solicit, receive,
offer or pay any remuneration (including any kickback, bribe, or rebate), directly or indirectly, overtly or covertly, in cash or in
kind, to induce or reward, or in return for, either the referral of an individual, or the purchase, lease, order, arrangement, or
recommendation of any good, facility, item or service for which payment may be made, in whole or in part, under a federal
healthcare program, such as the Medicare and Medicaid programs. A person or entity does not need to have actual knowledge of
the statute or specific intent to violate it in order to have committed a violation; ¢ the U. S. federal civil and criminal false claims
laws, including the False Claims Act (FCA), which can be enforced through “ qui tam ” or *“ whistleblower  actions, and civil
monetary penalty law, which impose criminal and civil penalties against individuals or entities for, among other things,
knowingly presenting, or causing to be presented, claims for payment or approval from Medicare, Medicaid, or other federal
health care programs that are false, fictitious or fraudulent; knowingly making, using, or causing to be made or used, a false
record or statement material to a false, fictitious or fraudulent claim or an obligation to pay or transmit money or property to the
federal government; or knowingly concealing or knowingly and improperly avoiding or decreasing or concealing such an
obligation to pay money to the federal government. In addition, a claim that includes items or services resulting from a violation
of the federal Anti- Kickback Statute constitutes a false or fraudulent claim under the FCA; « the U. S. federal Health Insurance
Portability and Accountability Act of 1996 (HIPAA), which created additional federal criminal statutes that prohibit knowingly
and willfully executing, or attempting to execute, a scheme to defraud any healthcare benefit program, including private third-
party payors, or obtain, by means of false or fraudulent pretenses, representations, or promises, any of the money or property
owned by, or under the custody or control of, any healthcare benefit program, regardless of the payor (e. g., public or private)
and knowingly and willfully falsifying, concealing or covering up by any trick or device a material fact or making any materially
false, fictitious or fraudulent statement or representation, or making or using any false writing or document knowing the same to
contain any materially false fictitious or fraudulent statement or entry in connection with the delivery of, or payment for,
healthcare benefits, items or services relating to healthcare matters. Similar to the federal Anti- Kickback Statute, a person or
entity can be found guilty of violating HIPAA fraud provisions without actual knowledge of the statute or specific intent to
violate it; « HIPAA, as amended by the Health Information Technology for Economic and Clinical Health Act and their
implementing regulations, also imposes obligations, including mandatory contractual terms, on ““ covered entities, ” including
certain healthcare providers, health plans, healthcare clearinghouses, and their respective “ business associates ” that create,
receive, maintain or transmit individually identifiable health information for or on behalf of a covered entity as well as their
covered subcontractors, with respect to safeguarding the privacy, security and transmission of individually identifiable health
information, as well as analogous state and foreign laws that govern the privacy and security of health information in some
circumstances, many of which differ from each other in significant ways and often are not preempted by HIPAA, thus
complicating compliance efforts. « the U. S. federal Physician Payments Sunshine Act and its implementing regulations, which
require certain manufacturers of drugs, devices, biologics and medical supplies for which payment is available under Medicare,
Medicaid or the Children’ s Health Insurance Program to report annually to the Centers-forMedieare-&Medieatd-Serviees<
CMS ¥, an agency within the HHS under the Open Payments Program, information related to direct or indirect payments and
other transfers of value made to physicians (defined to include doctors, dentists, optometrists, podiatrists and chiropractors),
other health care professionals (such as physician assistants and nurse practitioners), and teaching hospitals, as well as
information regarding ownership and investment interests held by physicians and their immediate family members; * U. S.
federal and state consumer protection and unfair competition laws, which broadly regulate marketplace activities and activities
that potentially harm consumers; * analogous U. S. state laws and regulations, including state anti- kickback and false claims
laws that may apply to items or services reimbursed by any third- party payor, including commercial insurers; state laws that



require pharmaceutical companies to comply with the pharmaceutical industry’ s voluntary compliance guidelines and other
relevant compliance guidance promulgated by the federal government that otherwise restrict payments that may be made to
healthcare providers and other potential referral sources; state laws that require drug manufacturers to file reports with states
regarding pricing and marketing information, such as the tracking and reporting of gifts, compensations and other remuneration
and items of value provided to healthcare professionals and entities; and state and local laws requiring the registration of
pharmaceutical sales representatives; and * European and other foreign law equivalents of each of the laws, including reporting
requirements detailing interactions with and payments to healthcare providers. Ensuring that our internal operations and future
business arrangements with third parties comply with applicable healthcare laws and regulations will involve substantial costs. It
is possible that governmental authorities will conclude that our business practices do not comply with current or future statutes,
regulations, agency guidance or case law involving applicable fraud and abuse or other healthcare laws and regulations. If our
operations are found to be in violation of any of the laws described above or any other governmental laws and regulations that
may apply to us, we may be subject to significant penalties, including civil, criminal and administrative penalties, damages,
fines, exclusion from U. S. government funded healthcare programs, such as Medicare and Medicaid, or similar programs in
other countries or jurisdictions, disgorgement, imprisonment, contractual damages, reputational harm, diminished profits,
additional reporting requirements and oversight if we become subject to a corporate integrity agreement or similar agreement to
resolve allegations of non- compliance with these laws and the delay, reduction, termination or restructuring of our operations.
Further, defending against any such actions can be costly and time- consuming, and may require significant financial and
personnel resources. Therefore, even if we are successful in defending against any such actions that may be brought against us,
our business may be impaired. If any of the physicians or other providers or entities with whom we expect to do business is
found to not be in compliance with applicable laws, they may be subject to criminal, civil or administrative sanctions, including
exclusions from government funded healthcare programs and imprisonment. If any of the above occur, it could adversely affect
our ability to operate our business and our results of operations. We are subject to stringent and ehanging-evolving U. S. and
foreign laws, regulations, rules, contractual obligations, policies and other obligations related to data privacy and security.
Our actual or perceived failure to comply with such obligations could lead to regulatory investigations or actions; litigation
(including class claims) and mass arbitration demands ; fines and penalties; disruptions of our business operations;
reputational harm; loss of revenue or profits; loss of customers or sales; and other adverse business consequences. We process
personal data and other sensitive data (including health data we collect about study or trial participants in connection with our
preclinical studies or clinical trials); proprietary and confidential business data; trade secrets; intellectual property; and sensitive
third- party data. Our data processing activities subject us to numerous data privacy and security obligations, such as various
laws, regulations, guidance, industry standards, external and internal privacy and security policies, contracts, and other
obligations that govern the processing of personal data by us and on our behalf. In the United States, federal, state, and local
governments have enacted numerous data privacy and security laws, including data breach notification laws, personal data
privacy laws, and consumer protection laws. These privacy laws include, without limitation, the following laws and regulations:
Section 5 of the Federal Trade Commission Act, HIPAA, as amended by the Health Information Technology for Economic and
Clinical Health Act (HITECH) (which imposes specific requirements relating to the privacy, security and transmission of
individually identifiable health information) and the California Consumer Privacy Act of 2018 (CCPA) {whieh+tmpeses-. The
CCPA applies to personal information of consumers, business representatives, and employees, and requires businesses to
provide specific requirements-on-eovered-businessesrelating-disclosures in privacy notices and honor requests of California
residents to exercise certain privacy rights. The CCPA provides for civil penalties of up to $ 7, 500 per violation and
allows private litigants affected by certain data breaches to recover significant statutory damages. Although the CCPA
exempts some data processed in the context of clinical trials, the CCPA increases compliance costs and potential liability
with respect to other personal data we maintain about California residents. In addition, the CPRA amended the CCPA
and expanded the CCPA’ s requirements, including by adding a new right for individuals to correct their personal
information and establishing a new regulatory agency to implement and enforce the law. Other states, such as Virginia
and Colorado, have also passed comprehensive privacy laws, and similar laws are being considered in several other
states, as well as at the federal and local levels. While these states, like the CCPA, also exempt some data processed in the
context of clinical trials, these developments further complicate compliance efforts, and increase legal risk and
compliance costs for us and the third praetiees-—-- parties j-upon whom we rely . If we are or were to become subject to these
laws and / or new or amended data privacy laws, the risk of enforcement actions against us could increase because we may be
subject to obligations under applicable regulatory frameworks and the number of individuals or entities that could initiate actions
against us may increase (including individuals via a private right of action), in addition to further complicating our compliance
efforts. Outside the United States, an increasing number of laws, regulations, and industry standards apply to data privacy and
security. For example, the European Union’ s General Data Protection Regulation ( EU GDPR ) and the equivalent law in
the U. K. (UK GDPR ) (together, the GDPR), impose strict requirements for processing the personal data of individuals,
including sensitive data that we may process such as health data. For example, under the BEB-GDPR, companies government
regulators-may mpese-face temporary or definitive bans on data processing and other corrective actions , as well as fines of
up to 20 million euros under the EU GDPR, 17 5 million pounds sterlmg under the UK GDPR or, in each case, 4 % of
annual global revenue, whichever is greater.
individuals may initiate litigation related to our processing of thelr pelsonal data Addltlonally, under various privacy laws
and other obligations, we may be required to obtain certain consents to process personal data. Our inability or failure to
do so could result in adverse consequences . [n the ordinary course of business, we may transfer personal data from Europe
and other jurisdictions to the United States or other countries. Europe-The EEA | the U. K. and certain jurisdictions have
enacted data localization laws and cross- border personal data transfer laws. In particular, the EEA and the U. K. have




significantly restricted the transfer of personal data to the United States and other countries whose privacy laws it believes are
inadequate. Other jurisdictions may adopt similarly stringent interpretations of their data localization and cross- border data
transfer laws. Although there are currently various mechanisms that may be used to transfer personal data from the EEA and U.
K. to the United States in compliance with law, such as the EEA standard contractual clauses and-, the U. K. International Data
Transfer Agreement , and the EU- U. S. Data Privacy Framework (which allows for transfers for relevant United States-
based organizations who self- certify compliance and participate in the Framework , these mechanisms are subject to legal
challenges, and there is no assurance that we can satisfy or rely on these measures to lawfully transfer personal data to the
United States. If there is no lawful manner for us to transfer personal data from the EEA, the U. K. or other jurisdictions to the
United States, or if the requirements for a legally- compliant transfer are too onerous, we could face significant adverse
consequences, including the interruption or degradation of our operations, the need to relocate part of or all of our business or
data processing activities to other jurisdictions at significant expense, increased exposure to regulatory actions, substantial fines
and penalties, the inability to transfer data and work with partners, vendors and other third parties, and injunctions against our
processing or transferring of personal data necessary to operate our business. Additionally, companies that transfer personal data
out of the EEA and U. K. to other jurisdictions, particularly to the United States, are subject to increased scrutiny from
regulators, individual litigants, and activist groups. Some European regulators have ordered certain companies to suspend or
permanently cease certain transfers out of Europe for allegedly violating the EU GDPR’ s cross- border data transfer limitations.
We are also bound by contractual obligations related to data privacy and security, and our efforts to comply with such
obligations may not be successful. For example, certain privacy laws, such as the GDPR and the CCPA, require our
customers to impose specific contractual restrictions on their service providers. We publish privacy policies, marketing
materials and other statements, such as compliance with certain certifications or self- regulatory principles, regarding
data privacy and security. If these policies, materials or statements are found to be deficient, lacking in transparency,
deceptive, unfair, or misrepresentative of our practices, we may be subject to investigation, enforcement actions by
regulators or other adverse consequences. Our obligations related to data privacy and security are quickly changing in an
increasingly stringent fashion, creating some uncertainty as to the effective future legal framework. Additionally, these
obligations may be subject to differing applications and interpretations, which may be inconsistent or in conflict among
jurisdictions. Preparation for and compliance with these obligations requires us to devote significant resources finelading;
yrithout-imitatton;-finanetal-and-time—relatedresetrees)y- These obligations may necessitate changes to our information
technologies, systems, and practices and to those of any third parties that process personal data on our behalf. Although we
endeaver-try to comply with all applicable data privacy and security obligations, we may at times fail (or be perceived to-have
as having failed) te-de-se-. Despite our efforts, our personnel or third parties upon whom we rely on may fail to comply with
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subjects about Whom we or our potential collaborators obtaln 1nform"lt10n as Well as the third- party prov1ders (such as research
institutions) who share this information with us, may contractually limit our ability to use and disclose the information. If we or
the third parties on which we rely fail, or are perceived to have failed, to address or comply with data privacy and security
obligations, we could face significant consequences. These consequences may include, but are not limited to, government
enforcement actions (e. g., investigations, fines, penalties, audits, inspections, and similar); litigation (including class- related
claims) and mass arbitration demands ; additional reporting requirements and / or oversight; bans on processing personal data;
and orders to destroy or not use personal data. Any of these events could have a material adverse effect on our reputation,
business, or financial condition, including but not limited to: loss of customers; interruptions or stoppages in our business
operations (including our clinical trials); inability to process personal data or to operate in certain jurisdictions; limited ability to
develop or commercmhze our product candldates expend1ture of time and resources to defend dny claim or 1nqulry, adverse







o e o didates—Risks Related to our
Dependence on Third Parties We rely, and expect to continue to rely, on third parties to conduct, supervise, and monitor our
preclinical studies and clinical trials. If these third parties do not properly and successfully carry out their contractual duties or
meet expected deadlines, we may not be able to obtain regulatory approval of or commercialize our product candidates. We rely
on third parties in winding down our development of our former clinical product candidates, and we expect to rely on
third - party CROs to conduct, supervise, and monitor our future preclinical and studies and clinical trials for our product
candidates and do not currently plan to independently conduct preclinical studies or future clinical trials of any other potential
product candidates. We expect to continue to rely on third parties, such as CROs, clinical data management organizations,
medical institutions and clinical investigators to conduct our future preclinical studies and fatare-clinical trials. While we have




agreements governing their activities, we have limited influence over their actual performance and control only certain aspects of
their activities. The failure of these third parties to successfully carry out their contractual duties or meet expected deadlines
could substantially harm our business because we may not obtain marketing approval for or commercialize our product
candidates in a timely manner or at all. Moreover, these agreements might terminate for various a-variety-efreasons, including a
failure to perform by the third parties -3 if we need to enter into alternative arrangements, that weutd-will delay our product
development activities and harm our business. Our reliance on these third parties for development activities will reduce our
control over these activities. Nevertheless, we are responsible for ensuring that each of our studies and clinical trials is
conducted in accordance with the applicable protocol, legal, regulatory and scientific standards and our reliance on the CROs
does not relieve us of our regulatory responsibilities. For example, we will remain responsible for ensuring that each of our
clinical trials is conducted in accordance with the general investigational plan and protocols for the trial and for ensuring that
our preclinical studies are conducted in accordance with good laboratory practice (GLP) as appropriate. Moreover, the FDA and
comparable foreign regulatory authorities require us to comply with standards, commonly referred to as good clinical practices
(GCPs), for conducting, monitoring, recording, and reporting the results of clinical trials to assure that data and reported results
are credible and accurate and that the rights, integrity, and confidentiality of trial participants are protected. As a clinical trial
sponsor, we will also have regulatory requirements that directly apply to us. Regulatory authorities enforce these requirements
through periodic inspections of trial sponsors, clinical investigators, and trial sites. If we or any of our CROs fail to comply with
applicable GCPs, we or our CROs may be subject to enforcement or other legal actions, the clinical data generated in our
clinical trials may be deemed unreliable and the FDA or comparable foreign regulatory authorities may require us to perform
additional clinical trials. In addition, once we have an approved product, we will be required to report certain financial interests
of our third- party investigators if these relationships exceed certain financial thresholds or meet other criteria. The FDA and
comparable foreign regulatory authorities may question the integrity of the data from those clinical trials conducted by
investigators who previously served or currently serve as scientific advisors or consultants to us from time to time and receive
cash compensation in connection with such services or otherwise receive compensation from us that could be deemed to impact
study outcome, proprietary interests in a product candidate, certain company equity interests or significant payments of other
sorts. We cannot assure you that upon inspection by a given regulatory authority, such regulatory authority will determine that
any of our clinical trials complies with GCP regulations. In addition, our clinical trials must be conducted with product
candidates that were produced under cGMP regulations. Our failure to comply with these regulations may require us to repeat
clinical trials, which would delay the regulatory approval process. We also are required to register certain clinical trials and post
the results of certain completed clinical trials on a government- sponsored database, ClinicalTrials. gov, within specified time
frames. Failure to do so can result in enforcement actions and adverse publicity. Our CROs may also have relationships with
other entities, some of which may be our competitors, for whom they may also be conducting clinical trials or other drug
development activities that could harm our competitive position. In addition, our CROs are not our employees, and except for
remedies available to us under our agreements with such CROs, we cannot control whether or not they devote sufficient time
and resources to our ongoing clinical, non- clinical, and preclinical programs. If these third parties do not successfully carry out
their contractual duties, meet expected deadlines or conduct our preclinical studies or clinical trials in accordance with regulatory
requirements or our stated protocols, if they need to be replaced or if the quality or accuracy of the clinical data they obtain is
compromised due to the failure to adhere to our clinical protocols or regulatory requirements or for other reasons, our clinical
trials may be extended, delayed or terminated and we may not be able to obtain, or may be delayed in obtaining, marketing
approvals for our product candidates and will not be able to, or may be delayed in our efforts to, successfully commercialize our
product candidates, or we or they may be subject to regulatory enforcement actions. As a result, our results of operations and the
commercial prospects for our product candidates would be harmed, our costs could increase and our ability to generate revenues
could be delayed. To the extent we are unable to successfully identify and manage the performance of third- party service
providers in the future, our business may be harmed. If any of our relationships with these third- party CROs terminates, we
may not be able to enter into arrangements with alternative CROs or to do so on commercially reasonable terms. Switching or
adding additional CROs involves additional cost and requires management time and focus. In addition, there is a natural
transition period when a new CRO commences work. As a result, delays could occur, which could compromise our ability to
meet our desired development timelines. Though we carefully manage our relationships with our CROs, there can be no
assurance that we will not encounter similar challenges or delays in the future or that these delays or challenges will not harm




eoutd-be-signtfieant—fwe are not able to establish future collaborations, we may have to alter some of our future development
and commercialization plans. Our product development programs and the potential commercialization of our product candidates
will require substantial additional capital to fund expenses. While currently we have no plans to do so, we may decide to
collaborate for the future development and potential commercialization of our product candidates. Furthermore, we may find
that our programs require the use of proprietary rights held by third parties, and the growth of our business may depend in part
on our ability to acquire, in- license or use these proprietary rights. We will likely have limited control over the amount and
timing of resources that our collaborators dedicate to the development or commercialization of any product candidates we may
seek to develop with them. We cannot predict the success of any collaboration that we have entered into or will enter into. We
face significant competition in seeking appropriate collaborators, and many asumberofmore established companies may also
be pursuing strategies to license or acquire third- party intellectual property rights that we may consider attractive. These
established companies may have a competitive advantage over us due to their size, financial resources and greater clinical
development and commercialization capabilities. In addition, companies that perceive us to be a competitor may be unwilling to
assign or license rights to us. Whether we reach a definitive agreement for a collaboration will depend, among other things, upon
our assessment of the collaborator’ s resources and expertise, the terms and conditions of the proposed collaboration and the
proposed collaborator’ s evaluation of a number of factors. Those factors may include the design or results of clinical trials, the
likelihood of approval by the FDA, European Medicines Agency (EMA), the U. K. Medicines and Healthcare products
Regulatory Agency (MHRA) or similar foreign regulatory authorities, the potential market for the subject product candidate, the
costs and complexities of manufacturing and delivering such product candidate to patients, competing products, the existence of
uncertainty with respect to our ownership of technology, which can exist if there is a challenge to such ownership without regard
to the merits of the challenge, and industry and market conditions generally. The collaborator may also consider alternative
product candidates or technologies for similar indications that may be available to collaborate on and whether such a
collaboration could be more attractive than the one with us for our product candidate. We may also be restricted under future
license agreements from entering into agreements on certain terms with potential collaborators. Collaborations are complex and
time consuming to negotiate and document. In addition, there have been a significant number of recent business combinations
among large pharmaceutical companies that have resulted in a reduced number of potential future collaborators. We may not be



able to negotiate further collaborations on a timely basis, on acceptable terms, or at all. Even if we are able to obtain a license to
intellectual property of interest, we may not be able to secure exclusive rights, in which case others could use the same rights
and compete with us. Our existing collaboration partners may not prioritize our product candidates or otherwise not effectively
pursue the development of our product candidates which may delay, reduce or terminate the development of such product
candidate, reduce or delay its development program or delay its potential commercialization. Further if we are unable to
successfully obtain rights to required third- party intellectual property rights or maintain the existing intellectual property rights
we have, we may have to delay, reduce or terminate the development of such product candidate, reduce or delay its
development program or one or more of our other development programs, delay its potential commercialization or reduce the
scope of any sales or marketing activities, or increase our expenditures and undertake development or commercialization
activities at our own expense. Doing so will likely harm our ability to execute our business plans. If we elect to increase our
expenditures to fund development or commercialization activities on our own, we may need to obtain additional capital, which
may not be available to us on acceptable terms or at all. If we do not have sufficient funds, we may not be able to further
develop our product candidates or bring them to market and generate product revenue. Risks Related to Intellectual Property If
we are unable to obtain, maintain and protect sufficient patent and other intellectual property rights for our product candidates
and technology, or if the scope of patent and other intellectual property rights obtained is not sufficiently broad, we may not be
able to compete effectively in our market. Our success depends in significant part on our ability and the ability of future
licensors, licensees or collaborators to obtain, maintain, enforce and defend patents and other intellectual property rights with
respect to our product candidates and technology and to operate our business without infringing, misappropriating or otherwise
violating the intellectual property rights of others. A U. S. provisional patent application is not eligible to become an issued
patent until, among other things, we file non- provisional patent application within 12 months of filing of the provisional patent
application. With regard to such U. S. provisional patent applications, if we do not timely file any non- provisional patent
applications, we may lose our priority dates with respect to our provisional patent applications and any patent protection on the
inventions disclosed in our provisional patent applications. While we intend to timely file non- provisional patent applications
relating to our provisional patent applications, we cannot predict whether any such patent applications will result in the issuance
of patents that provide us with any competitive advantage. The patent prosecution process is expensive and time- consuming.
We and our future licensors, licensees or collaborators may not be able to prepare, file and prosecute all necessary or desirable
patent applications at a reasonable cost or in a timely manner. It is also possible that we or our future licensors will fail to
identify patentable aspects of our research and development output in time to obtain patent protection or fail to file patent
applications covering inventions made in the course of development and commercialization activities before a competitor or
another third party files a patent application covering, or publishes information disclosing, a similar, independently- developed
invention. Such competitor’ s or other third party’ s patent application may pose obstacles to our ability to obtain patent
protection or limit the scope of the patent protection we may obtain. Although we enter into non- disclosure and confidentiality
agreements with parties who have access to confidential or patentable aspects of our research and development output, such as
our employees, collaborators, CROs, CDMOs, consultants, advisors and other third parties, any of these parties may breach the
agreements and disclose such output before a patent application is filed, thereby jeopardizing our ability to seek patent
protection. In addition, publications of discoveries in the scientific literature often lag behind the actual discoveries, and patent
applications in the United States and other jurisdictions are typically not published until 18 months after filing, or in some cases
not at all. Therefore, we cannot be certain that we or our future licensors were the first to make the inventions claimed in our
owned or any future licensed patents or pending patent applications y-or were the first to file for patent protection of such
inventions. The patent position of biotechnology and pharmaceutical companies generally is uncertain, involves complex legal
and factual questions and is the subject of much litigation. As a result, the issuance, scope, validity, enforceability and
commercial value of our and our current or future licensors’ patent rights are uncertain. Our and our future licensors’ pending,
and future patent applications may not result in patents being issued that protect our technology or product candidates, in whole
or in part, or which effectively exclude others from commercializing competitive technologies and product candidates. The
patent examination process may require us or our future licensors to narrow the scope of the claims of our pending and future
patent applications, and therefore, even if such patent applications issue as patents, they may not issue in a form that will provide
us with any meaningful protection, prevent competitors or other third parties from competing with us or otherwise provide us
with any competitive advantage. Our and our licensors’ patent applications cannot be enforced against third parties practicing
the technology claimed in such applications unless and until a patent issues from such applications, and then only to the extent
the issued claims cover such technology. Any patents that we hold or in- license in the future may be challenged, narrowed,
circumvented or invalidated by third parties. Consequently, we do not know whether any of our product candidates will be
protectable or remain protected by valid and enforceable patents. Our competitors or other third parties may be able to
circumvent our patents by developing similar or alternative technologies or products in a non- infringing manner. Any of the
foregoing could impair our competitive position and harm our business. The patent protection we obtain for our product
candidates and technologies may be challenged and rendered invalid and / or unenforceable. Even if our owned patent
applications issue as patents, the issuance of any such patents is not conclusive as to their inventorship, scope, validity or
enforceability, and such patents may be challenged, invalidated, narrowed or held to be unenforceable, including in the courts or
patent offices in the United States and abroad, or circumvented. We may be subject to a third- party preissuance submission of
prior art to the United States Patent and Trademark Office (USPTO), or equivalent foreign bodies, or become involved in
opposition, derivation, revocation, re- examination, post- grant and inter partes review or interference proceedings challenging
our patent rights or the patent rights of others. An adverse determination in any such submission, proceeding or litigation could
reduce the scope of, or invalidate, our patent rights, allow third parties to commercialize our technology or products and compete
directly with us, without payment to us, or result in our inability to manufacture or commercialize products without infringing



third- party patent rights. Moreover, we may have to participate in interference or derivation proceedings declared by the
USPTO to determine priority or ownership of invention or in post- grant challenge proceedings, such as oppositions in a foreign
patent office, that challenge priority of invention or other features of patentability. Such proceedings and any other patent
challenges may result in loss of patent rights, loss of exclusivity, loss of priority or in patent claims being narrowed, invalidated
or held unenforceable, which could limit our ability to stop others from using or commercializing similar or identical technology
and products or limit the duration of the patent protection of our technology and product candidates. Such proceedings also may
result in substantial eest-costs and require significant time from our scientists and management, even if the eventual outcome is
favorable to us. Moreover, there could be public announcements of the results of hearings, motions or other developments
related to any of the foregoing proceedings. If securities analysts or investors perceive those results to be negative, it could cause
the price of shares of our common stock to decline. Any of the foregoing could harm our business. Our reliance on third parties
requires us to share our trade secrets, which increases the possibility that a competitor will discover them or that our trade
secrets will be misappropriated or disclosed. Because we will rely on third parties to develop and manufacture our future
product candidates, we must, at times, share trade secrets with them. We seek to protect our proprietary technology in part by
entering into confidentiality agreements and, if applicable, material transfer agreements, collaborative research agreements,
consulting agreements or other similar agreements with our collaborators, advisors, employees and consultants prior to
beginning research or disclosing proprietary information. These agreements typically limit the rights of the third parties to use or
disclose our confidential information, such as trade secrets. Despite these contractual agreements with third parties, sharing trade
secrets and other confidential information increases the risk that such trade secrets become known by our competitors, are
inadvertently incorporated into the technology of others or are disclosed or used in violation of these agreements. Given that our
proprietary position is based, in part, on our know- how and trade secrets, a competitor’ s discovery of our trade secrets or other
unauthorized use or disclosure would impair our competitive position and may harm our business. In addition, these agreements
typically restrict the ability of our advisors, employees, third- party contractors and consultants to publish data potentially
relating to our trade secrets, although our agreements may contain certain limited publication rights. Despite our efforts to
protect our trade secrets, our competitors may discover our trade secrets, either through breach of our agreements with third
parties, independent development or publication of information by any of our third- party collaborators. A competitor’ s
discovery of our trade secrets would impair our competitive position and harm our business. We may become involved in
lawsuits to protect or enforce our patents or other intellectual property, which could be expensive, time- consuming and
unsuccessful, and issued patents covering our technology and product candidates could be found invalid or unenforceable if
challenged. Competitors and other third parties may infringe, misappropriate or otherwise violate our issued patents or other
intellectual property. In addition, our patents may become involved in inventorship or priority disputes. Our pending patent
applications cannot be enforced against third parties practicing the technology claimed in such applications unless and until a
patent issues from such applications. To counter infringement or other unauthorized use, we may be required to file infringement
claims, which can be expensive and time- consuming. Any claims we assert against perceived infringers could provoke these
parties to assert counterclaims against us alleging that we infringe their patents or that our patents are invalid or unenforceable.
In a patent infringement proceeding, a court may decide that a patent of ours is invalid or unenforceable, in whole or in part,
construe the patent’ s claims narrowly or refuse to stop the other party from using the technology at issue on the grounds that
our patents do not cover the technology. An adverse result in any litigation proceeding could put one or more of our patents at
risk of being invalidated, held unenforceable or interpreted narrowly. We may find it impractical or undesirable to enforce our
intellectual property against some third parties. In patent litigation in the United States, defendant counterclaims alleging
invalidity or unenforceability are commonplace. Grounds for a validity challenge could be an alleged failure to meet any of
several statutory requirements, including lack of novelty, obviousness, non- enablement or insufficient written description.
Grounds for an unenforceability assertion could be an allegation that someone connected with prosecution of the patent
withheld relevant information from the USPTO or made a misleading statement during prosecution. Third parties may also raise
similar claims before the USPTO or an equivalent foreign body, even outside the context of litigation. Potential proceedings
include re- examination, post- grant review, inter partes review, interference proceedings, derivation proceedings and equivalent
proceedings in foreign jurisdictions (e. g., opposition proceedings). Such proceedings could result in the revocation of,
cancellation of, or amendment to our patents in such a way that they no longer cover our technology or any product candidates
that we may develop. The outcome following legal assertions of invalidity and unenforceability is unpredictable. With respect to
the validity question, for example, we cannot be certain that there is no invalidating prior art of which we and the patent
examiner were unaware during prosecution. If a defendant were to prevail on a legal assertion of invalidity or unenforceability,
we would lose at least part, and perhaps all, of the patent protection on the applicable product candidates or technology covered
by the patent rendered invalid or unenforceable. Such a loss of patent protection would harm our business. Interference or
derivation proceedings provoked by third parties or brought by us or declared by the USPTO may be necessary to determine the
ownership or priority of inventions with respect to our patents or patent applications. An unfavorable outcome could require us
to cease using the related technology or to attempt to license rights to it from the prevailing party. Such licenses may not be
available on commercially reasonable terms, or at all, or may be non- exclusive. If we are unable to obtain and maintain such
licenses, we may need to cease the development, manufacture and commercialization of one or more of the product candidates
we may develop. In addition, if we or any future licensors are unsuccessful in any inventorship disputes to which we or they are
subject, we may lose valuable intellectual property rights, such as exclusive ownership of, or the exclusive right to use, our
owned or any future in- licensed patents. The loss of exclusivity or the narrowing of such patent claims could limit our ability to
stop others from using or commercializing similar or identical technology and products. Any of the foregoing could harm our
business. Even if we are successful in any of the foregoing disputes, it could result in substantial costs and be a distraction to
management and other employees. Furthermore, because of the substantial amount of discovery required in connection with



intellectual property litigation, there is a risk that some of our confidential information could be compromised by disclosure
during this type of litigation or proceeding. Such litigation or proceedings could substantially increase our operating losses and
reduce the resources available for development activities or any future sales, marketing or distribution activities. We may not
have sufficient financial or other resources to conduct such litigation or proceedings adequately. Most of our competitors are
larger than we are and have substantially greater resources. They are, therefore, likely to be able to sustain the costs of complex
patent litigation or proceedings more effectively than we can because of their greater financial resources and more mature and
developed intellectual property portfolios. Accordingly, despite our efforts, we may not be able to prevent third parties from
infringing, misappropriating or otherwise violating our intellectual property. Even if resolved in our favor, litigation or other
legal proceedings relating to intellectual property claims could result in substantial costs and diversion of management
resources, which could harm our business. In addition, the uncertainties associated with litigation could compromise our ability
to raise the funds necessary to initiate anticipated clinical trials, continue our internal research programs or in- license needed
technology or other product candidates. There could also be public announcements of the results of the hearing, motions or other
interim proceedings or developments. If securities analysts or investors perceive those results to be negative, it could cause the
price of shares of our common stock to decline. Any of the foregoing events could harm our business. We may not be able to
protect our intellectual property rights throughout the world. Filing, prosecuting, maintaining, defending and enforcing patents
and other intellectual property rights on our product candidates in all countries throughout the world would be prohibitively
expensive, and our intellectual property rights in some countries outside the United States can be less extensive than those in the
United States. In addition, the laws of some foreign countries do not protect intellectual property rights to the same extent as
federal and state laws in the United States. Consequently, we may not be able to prevent third parties from practicing our
inventions in all countries outside the United States, or from selling or importing products made using our inventions in and into
the United States or other jurisdictions. Competitors may use our technologies in jurisdictions where we have not obtained
patent protection or other intellectual property rights to develop their own products and may export otherwise infringing,
misappropriating or violating products to territories where we have patent or other intellectual property protection, but
enforcement rights are not as strong as those in the United States. These products may compete with our product candidates, and
our patents or other intellectual property rights may not be effective or sufficient to prevent them from competing. Many
companies have encountered significant problems in protecting and defending intellectual property rights in foreign
jurisdictions. The legal systems of some countries do not favor the enforcement of patents and other intellectual property rights,
which could make it difficult for us to stop the infringement, misappropriation or other violation of our intellectual property
rights generally. Proceedings to enforce our intellectual property rights in foreign jurisdictions could result in substantial costs
and divert our efforts and attention from other aspects of our business, could put our patents at risk of being invalidated or
interpreted narrowly and our patent applications at risk of not issuing and could provoke third parties to assert claims against us.
We may not prevail in any lawsuits that we initiate, and the damages or other remedies awarded, if any, may not be
commercially meaningful. Many countries, including EU countries, India, Japan and China, have compulsory licensing laws
under which a patent owner may be compelled under specified circumstances to grant licenses to third parties. In addition, many
countries limit the enforceability of patents against government agencies or government contractors. In those countries, we may
have limited remedies if patents are infringed or if we are compelled to grant a license to a third party, which could materially
diminish the value of those patents. This could limit our potential revenue opportunities. Accordingly, our efforts to enforce our
intellectual property rights around the world may be inadequate to obtain a significant commercial advantage from the
intellectual property that we develop or license, which could harm our business. We may not identify relevant third- party
patents or may incorrectly interpret the relevance, scope or expiration of a third- party patent which might adversely affect our
ability to develop and market our product candidates. We cannot guarantee that any of our patent searches or analyses, including
the identification of relevant patents, the scope of patent claims or the expiration of relevant patents, are complete or thorough,
nor can we be certain that we have identified each and every third- party patent and pending patent application in the United
States and abroad that is relevant to or necessary for the commercialization of our product candidates in any jurisdiction. For
example, U. S. patent applications filed before November 29, 2000 , and certain U. S. patent applications filed after that date
that will not be filed outside the United States remain confidential until patents issue. Patent applications in the United States
and elsewhere are published approximately 18 months after the earliest filing for which priority is claimed, with such earliest
filing date being commonly referred to as the priority date. Therefore, patent applications covering our product candidates could
have been filed by third parties without our knowledge. Additionally, pending patent applications that have been published can,
subject to certain limitations, be later amended in a manner that could cover our product candidates or the-their use efour
produet-eandidates-. The scope of a patent claim is determined by an interpretation of the law, the written disclosure in a patent
and the patent’ s prosecution history. Our interpretation of the relevance or the scope of a patent or a pending application may be
incorrect, which may negatively impact our ability to market our product candidates. We may incorrectly determine that our
product candidates are not covered by a third- party patent or may incorrectly predict whether a third party’ s pending
application will issue with claims of relevant scope. Our determination of the expiration date of any patent in the United States
or abroad that we consider relevant may be incorrect, which may negatively impact our ability to develop and market our
product candidates. Our failure to identify and correctly interpret relevant patents may negatively impact our ability to develop
and market our product candidates. If we fail to identify and correctly interpret relevant patents or if we are unable to obtain
licenses to relevant patents, we may be subject to infringement claims. We cannot guarantee that we will be able to successfully
settle or otherwise resolve such infringement claims. If we fail in any such dispute, in addition to being forced to pay damages,
which may be significant, we may be temporarily or permanently prohibited from commercializing any of our product
candidates that are held to be infringing. We might, if possible, also be forced to redesign product candidates so that we no
longer infringe the third- party intellectual property rights. Any of these events, even if we were ultimately to prevail, could



require us to divert substantial financial and management resources that we would otherwise be able to devote to our business
and could harm our business. If we are unable to obtain licenses from third parties on commercially reasonable terms or fail to
comply with our obligations under such agreements, our business could be harmed. It may be necessary for us to use the
patented or proprietary technology of third parties to commercialize our products, in which case we would be required to obtain
a license from these third parties. The licensing or acquisition of third- party intellectual property rights is a competitive area,
and several more established companies may pursue strategies to license or acquire third- party intellectual property rights that
we may consider attractive or necessary. These established companies may have a competitive advantage over us due to their
size, capital resources and greater clinical development and commercialization capabilities. In addition, companies that perceive
us to be a competitor may be unwilling to assign or license rights to us. If we are unable to license such technology, or if we are
forced to license such technology, on unfavorable terms, our business could be harmed. If we are unable to obtain a necessary
license, we may be unable to develop or commercialize the affected product candidates, which could harm our business, and the
third parties owning such intellectual property rights could seek either an injunction prohibiting our sales, or, with respect to our
sales, an obligation on our part to pay royalties and / or other forms of compensation. Even if we can are-able-te-obtain a license,
it may be non- exclusive, thereby-giving our competitors access to the same technologies licensed to us. Moreover, some of our
patents and patent applications in the future may be co- owned with third parties. If we are unable to obtain an exclusive license
to any such co- owners’ interest in such patents or patent applications, such co- owners may be able to license their rights to
other third parties, including our competitors, who could market competing products and technology. In addition, we may need
the cooperation of any such co- owners in-erder-to enforce such patents against third parties, and such cooperation may not be
provided to us. Patent terms may be inadequate to protect our competitive position on our product candidates for an adequate
amount of time. Patents have a limited lifespan. In the United States, if all maintenance fees are timely paid, the natural
expiration of a patent is generally 20 years from its earliest U. S. non- provisional filing date. Various extensions may be
available, but the life of a patent, and the protection it affords, is limited. Even if patents covering our product candidates are
obtained, once the patent life has expired for a product candidate, we may be open to competition from competitive medications,
including generic medications. Given the amount of time required for the development, testing and regulatory review of new
product candidates, patents protecting such product candidates might expire before or shortly after such product candidates are
commercialized. As a result, our owned and any future licensed patent portfolio may not provide us with sufficient rights to
exclude others from commercializing product candidates similar or identical to ours. Depending upon the timing, duration and
conditions of any FDA marketing approval of our product candidates, one or more of our U. S. patents may be eligible for
limited patent term extension under the Drug Price Competition and Patent Term Restoration Act of 1984, referred to as the
Hatch- Waxman Amendments, and one or more of our foreign patents may be eligible for patent term extension under similar
legislation, for example, in the EU. In the United States, the Hatch- Waxman Amendments permit a patent term extension of up
to five years for a patent covering an approved product as compensation for effective patent term lost during product
development and the FDA regulatory review process. However, there are no assurances that the FDA or any comparable foreign
regulatory authority or national patent office will grant such extensions, in whole or in part. For example, we may not receive an
extension if we fail to exercise due diligence during the testing phase or regulatory review process, fail to apply within
applicable deadlines, fail to apply prior to expiration of relevant patents or otherwise fail to satisfy applicable requirements.
Moreover, the length of the extension could be less than we request. Only one patent per approved product can be extended, the
extension cannot extend the total patent term beyond 14 years from approval, and only those claims covering the approved drug,
a method for using it or a method for manufacturing it may be extended. If we are unable to obtain patent term extension or the
term of any such extension is less than we request, the period during which we can enforce our patent rights for the applicable
product candidate will be shortened, and our competitors may obtain approval to market competing products sooner. As a result,
our revenue from applicable products could be reduced. Further, if this occurs, our competitors may take advantage of our
investment in development and trials by referencing our clinical and preclinical data and launch their product earlier than might
otherwise be the case, and our competitive position and business could be harmed. Changes in patent law could diminish the
value of our patents, thereby impairing our ability to protect our product candidates. Obtaining and enforcing patents in the
pharmaceutical industry is inherently uncertain, due in part to ongoing changes in the patent laws. Depending on decisions by
Congress, the federal courts, and the USPTO and equivalent institutions in other jurisdictions, the laws and regulations
governing patents, and interpretation thereof, could change in unpredictable ways that could weaken our ability to obtain new
patents or to enforce existing or future patents. For example, the U. S. Supreme Court has ruled on several patent cases in recent
years, either narrowing the scope of patent protection available in certain circumstances or weakening the rights of patent
owners in certain situations. Therefore, there is increased uncertainty with regard to our ability to obtain patents in the future, as
well as uncertainty with respect to the value of patents once obtained. Recent patent reform legislation could increase the
uncertainties and costs surrounding the prosecution of our patent applications and the enforcement or defense of our issued
patents. Assuming that other requirements for patentability are met, prior to March 2013, in the United States, the first to invent
the claimed invention was entitled to the patent, while outside the United States, the first to file a patent application was entitled
to the patent. After March 2013, under the Leahy- Smith America Invents Act, or the Leahy- Smith Act, enacted in September
2011, the United States transitioned to a first inventor to file system in which, assuming that other requirements for patentability
are met, the first inventor to file a patent application will be entitled to the patent on an invention regardless of whether a third
party was the first to invent the claimed invention. The Leahy- Smith Act also includes a number of significant changes that
affect the way patent applications are prosecuted and may also affect patent litigation. These include allowing third- party
submission of prior art to the USPTO during patent prosecution and additional procedures to attack the validity of a patent by
USPTO- administered post- grant proceedings, including post- grant review, inter partes review and derivation proceedings. The
USPTO recently developed new regulations and procedures to govern administration of the Leahy- Smith Act, and many of the



substantive changes to patent law associated with the Leahy- Smith Act, particularly the first inventor- to- file provisions.
Accordingly, it is not clear what, if any, impact the Leahy- Smith Act will have on the operation of our business. However, the
Leahy- Smith Act and its implementation could increase the uncertainties and costs surrounding the prosecution of our patent
applications and the enforcement or defense of our issued patents, all of which could harm our business. Obtaining and
maintaining patent protection depends on compliance with various procedural, document submission, fee payment and other
requirements imposed by governmental patent agencies, and our patent protection could be reduced or eliminated if we fail to
comply with these requirements. Periodic maintenance fees, renewal fees, annuity fees and various other government fees on
any issued patents and applications are required to be paid to the USPTO and foreign patent agencies in several stages over the
lifetime of a patent. In certain circumstances, we may rely on our future licensors to pay these fees. The USPTO and various
foreign patent agencies also require compliance with a number of procedural, documentary, fee payment and other similar
requirements during the patent application and prosecution process. Noncompliance events that could result in abandonment or
lapse of a patent or patent application include failure to respond to official communications within prescribed time limits, non-
payment of fees and failure to properly legalize and submit formal documents. While an inadvertent lapse can in many cases be
cured by payment of a late fee or by other means in accordance with the applicable rules, there are situations in which non-
compliance can result in irrevocable abandonment or lapse of the patent or patent application, resulting in partial or complete
loss of patent rights in the relevant jurisdiction. If we or any future licensors or collaborators fail to maintain the patents and
patent applications covering our product candidates, our competitors might be able to enter the market with similar or identical
products or technology, which would harm our business. Third parties may initiate legal proceedings alleging that we are
infringing, misappropriating or otherwise violating their intellectual property rights, the outcome of which would be uncertain
and could negatively impact the success of our business. Our commercial success depends upon our ability and the ability of our
collaborators to develop, manufacture, market and sell our product candidates and use our proprietary technologies without
infringing, misappropriating or otherwise violating the intellectual property and other proprietary rights of third parties. There is
considerable intellectual property litigation in the biotechnology and pharmaceutical industries. We may become party to, or be
threatened with, future adversarial proceedings or litigation regarding intellectual property rights with respect to our product
candidates and technology, including re- examination, interference, post- grant review, inter partes review or derivation
proceedings before the USPTO or an equivalent foreign body. Numerous U. S. and foreign issued patents and pending patent
applications owned by third parties exist in the fields in which we are developing our product candidates. In the event that any
of these patents were asserted against us, we believe that we would have defenses against any such action, including that such
patents are not valid or that we would be able to replace such technology with alternative, non- infringing technology. However,
if any such patents were to be asserted against us and our defenses to such assertion were unsuccessful and such alternative
technology was not available or technologically or commercially practical, unless we obtain a license to such patents, we could
be liable for damages, which could be significant and include treble damages and attorneys’ fees if we are found to willfully
infringe such patents, and we could be precluded from commercializing any product candidates that were ultimately held to
infringe such patents. Any potential future legal proceedings relating to these patents could cause us to incur significant
expenses, and could distract our technical and management personnel from their normal responsibilities. If we are unsuccessful
in our challenges to these patents and become subject to litigation or are unable to obtain a license on commercially reasonable
terms with respect to these patents, it could harm our business. Third parties may assert infringement claims against us based on
existing patents or patents that may be granted in the future, regardless of their merit. Even if we believe third- party intellectual
property claims are without merit, there is no assurance that a court would find in our favor on questions of infringement,
validity, enforceability or priority. A court of competent jurisdiction could hold that third- party patents asserted against us are
valid, enforceable and infringed, which could adversely affect our ability to commercialize any product candidates we may
develop , and any other product candidates or technologies covered by the asserted third- party patents. To fn-erderto
successfully challenge the validity of any such U. S. patent in federal court, we would need to overcome a presumption of
validity. As this burden is a high one requiring us to present clear and convincing evidence as to the invalidity of any such U. S.
patent claim, there is no assurance that a court of competent jurisdiction would invalidate the claims of any such U. S. patent. If
we are found to infringe, misappropriate or otherwise violate a third party’ s intellectual property rights, and we are unsuccessful
in demonstrating that such rights are invalid or unenforceable, we could be required to obtain a license from such a third party i
erder-to continue developing and marketing our products and technology. However, we may not be able to obtain any required
license on commercially reasonable terms or at all. Even if we were able to obtain a license, it could be non- exclusive, thereby
giving our competitors access to the same technologies licensed to us, and it could require us to make substantial licensing and
royalty payments. We could be forced, including by court order, to cease commercializing the infringing technology or product
candidates. A finding of infringement could prevent us from commercializing our product candidates or force us to cease some
of our business operations. In the event of a successful claim of infringement against us, we may have to pay substantial
damages, including treble damages and attorneys’ fees for willful infringement, pay royalties and other fees, redesign our
infringing drug or obtain one or more licenses from third parties, which may be impossible or require substantial time and
monetary expenditure. Claims that we have misappropriated the confidential information or trade secrets of third parties could
have a similar negative impact on our business. Any of the foregoing events would harm our business. We may be subject to
claims by third parties asserting that we or our employees have infringed upon, misappropriated or otherwise violated their
intellectual property rights, or claiming ownership of what we regard as our own intellectual property. Many of our employees
were previously employed at other biotechnology or pharmaceutical companies. Although we try to ensure that our employees,
consultants and advisors do not use the proprietary information or know- how of others in their work for us, we may be subject
to claims that we or these individuals have used or disclosed intellectual property, including trade secrets or other proprietary
information, of any such individual’ s former employer. Litigation may be necessary to defend against these claims. In addition,



we or our future licensors may be subject to claims that former employees, collaborators or other third parties have an interest in
our owned or any future in- licensed patents or other intellectual property as an inventor or co- inventor. While it is our policy to
require our employees and contractors who may be involved in the development of intellectual property to execute agreements
assigning such intellectual property to us, we may be unsuccessful in executing such an agreement with each party who in fact
conceives, develops or reduces to practice intellectual property that we regard as our own. Our and their assignment agreements
may not be self- executing or may be breached, and we may be forced to bring claims against third parties, or defend claims
they may bring against us, to determine the ownership of what we regard as our intellectual property. If we fail in prosecuting or
defending any such claims, in addition to paying monetary damages, we may lose valuable intellectual property rights or
personnel. Even if we are successful in prosecuting or defending against such claims, litigation could result in substantial costs,
delay development of our product candidates and be a distraction to management. Any of the foregoing events would harm our
business. Intellectual property litigation could cause us to spend substantial resources and distract our personnel from their
normal responsibilities. Even if resolved in our favor, litigation or other legal proceedings relating to intellectual property claims
may cause us to incur significant expenses ;-and could distract our technical and management personnel from their normal
responsibilities. In addition, there could be public announcements of the results of hearings, motions or other interim
proceedings or developments and if securities analysts or investors perceive these results to be negative, it could have a
substantial adverse effect on the price of our common stock. Such litigation or proceedings could substantially increase our
operating losses and reduce the resources available for development activities or any future sales, marketing or distribution
activities. We may not have sufficient financial or other resources to conduct such litigation or proceedings adequately. Some of
our competitors may be able to sustain the costs of such litigation or proceedings more effectively than we can because of their
greater financial resources. Uncertainties resulting from the initiation and continuation of patent litigation or other proceedings
could compromise our ability to compete in the marketplace, including compromising our ability to raise the funds necessary to
initiate anticipated clinical trials, continue our research programs, license necessary technology from third parties or enter into
development collaborations that would help us commercialize our product candidates, if approved. Any of the foregoing events
would harm our business. If we are unable to protect the confidentiality of our trade secrets, our business and competitive
position would be harmed. We rely on trade secrets and confidentiality agreements to protect our unpatented know- how,
technology and other proprietary information and to maintain our competitive position. Trade secrets and know- how can be
difficult to protect. We seek to protect these trade secrets and other proprietary technology, in part, by entering into non-
disclosure and confidentiality agreements with parties who have access to them, such as our employees, collaborators, CROs,
contract manufacturers, consultants, advisors and other third parties. We also enter into confidentiality and invention or patent
assignment agreements with our employees and consultants. We cannot guarantee that we have entered into such agreements
with each party that may have or has had access to our trade secrets or proprietary technology and processes. Despite these
efforts, any of these parties may breach the agreements and disclose our proprietary information, including our trade secrets, and
we may not be able to obtain adequate remedies for such breaches. Enforcing a claim that a party illegally disclosed or
misappropriated a trade secret is difficult, expensive and time- consuming, and the outcome is unpredictable. In addition, some
courts inside and outside the United States are less willing or unwilling to protect trade secrets. If any of our trade secrets were to
be lawfully obtained or independently developed by a competitor or other third party, we would have no right to prevent them
from using that technology or information to compete with us. If any of our trade secrets were to be disclosed to or
independently developed by a competitor or other third party, our competitive position would be harmed. We may not be able to
protect and enforce our trademarks and trade names , or build name recognition in our markets of interest thereby harming our
competitive position. We intend to rely on both registered and common law rights for our trademarks. We plan to apply to
register these trademarks with the USPTO and may in the future seek to register additional trademarks in the United States and
other countries. Our trademark applications may not be allowed for registration in a timely fashion or at all, and our future
registered trademarks may not be maintained or enforced. In addition, any registered or unregistered trademarks or trade names
that we own or will own may be challenged, infringed, circumvented, declared generic, lapsed or determined to be infringing on
or dilutive of other marks. We may not be able to protect our rights in these trademarks and trade names or may be forced to stop
using these names, which we need for name recognition by potential partners or customers in our markets of interest. In
addition, third parties have filed, and may in the future file, for registration of trademarks similar or identical to our trademarks,
thereby impeding our ability to build brand identity and possibly leading to market confusion. If they succeed in registering or
developing common law rights in such trademarks, and if we are not successful in challenging such rights, we may not be able
to use these trademarks to develop brand recognition of our technologies, products or services. In addition, there could be
potential trade name or trademark infringement claims brought by owners of other registered trademarks or trademarks that
incorporate variations of our registered or unregistered trademarks or trade names. During the trademark registration process, we
may receive Office Actions from the USPTO or from comparable agencies in foreign jurisdictions objecting to the registration
of our trademark. Although we would be given an opportunity to respond to those objections, we may be unable to overcome
such rejections. In addition, in the USPTO and in comparable agencies in many foreign jurisdictions, third parties are given an
opportunity to oppose pending trademark applications and / or to seek the cancellation of registered trademarks. Opposition or
cancellation proceedings may in the future be filed against our trademark applications or registrations, and our trademark
applications or registrations may not survive such proceedings. In addition, third parties may file first for our trademarks in
certain countries. If they succeed in registering such trademarks, and if we are not successful in challenging such third- party
rights, we may not be able to use these trademarks to market our products in those countries. If we do not secure registrations for
our trademarks, we may encounter more difficulty in enforcing them against third parties than we otherwise would. If we are
unable to establish name recognition based on our trademarks and trade names, we may not be able to compete effectively,
which could harm our business. Intellectual property rights do not necessarily address all potential threats. The degree of future



protection afforded by our intellectual property rights is uncertain because intellectual property rights have limitations and may
not adequately protect our business or permit us to maintain our competitive advantage. For example: ¢ others may be able to
make products that are similar to any product candidates we may develop or utilize similar technology but that are not covered
by the claims of the patents that we own now or own or license in the future; * we, or our future licensors, might not have been
the first to make the inventions covered by the issued patent or pending patent application that we own now or own or license in
the future; * we, or our future licensors, might not have been the first to file patent applications covering certain of our or their
inventions; ¢ others may independently develop similar or alternative technologies or duplicate any of our technologies without
infringing our intellectual property rights; ¢ it is possible that our pending owned patent applications or those that we may own
or license in the future will not lead to issued patents; issued patents that we hold rights to may be held invalid or unenforceable,
including as a result of legal challenges by our competitors; * our competitors might conduct research and development activities
in the United States under FDA- related safe harbor patent infringement exemptions and / or in countries where we do not have
patent rights and then use the information learned from such activities to develop competitive products for sale in our major
commercial markets; « we may not develop additional proprietary technologies that are patentable; ¢ the patents of others may
harm our business; and * we may choose not to file a patent in order to maintain certain trade secrets or know- how, and a third
party may subsequently file a patent covering such intellectual property. Should any of these events occur, they could harm our
business. Risks Related to our Business Operations yand Employee Matters Im 2023, we reduced the size of our organization,
and we may encounter difficulties in Managmg—managlng thls Gfewthﬁeﬁeﬁs—&ramfe—afe—takmg—tefes&uefuf&restructurlng
, which could disrupt our operations bust W :
In February 2023, we commenced certain restructurmg actions (the Restructurms_ Plan 2 ) to conserve flmncml resources dnd
better align our workforce with current business needs, as a result of the decision to pause development of ETX- 155 and focus
on our preclinical Kv7.2 /3 program. In July 2023, we made We-may-eneounterchalenges-in-the-exeeuttorrof these—- the
efforts-determination to pause further development of our Kv7 program and to conduct a comprehensive exploration of
strategic alternatives focused on maximizing stockholder value. In October 2023 , we reduced our workforce by and-- an
additional 10 employees ﬂ%ese—ehaﬁenges—eet&d—rmpaet—etuhﬁﬂanetal—resu}ts— A—l-t-heugh—we—beheve—The workforce reductlon
that accompanied an-wilred operating : W
achieve-or-our sustam—strateglc reahgnment has resulted in the loss of %argefed—beﬂeﬁts—e%&ra-t—&re—beﬂeﬁts—even—rﬂaehteved—
wil-be-adequate-to-meet-ourtong-longer - term employees, expeetattons—As-aresult-ofthese—- the aetions-loss of institutional

knowledge and expertise and the reallocation and combination of certain roles and responsibilities across the
organization , we-wiltineur-all of which could adversely affect our operations. The restructuring and possible additional
eosts— cost -rn—t-he—ne&Hefm—contamment measures may yield unlntended consequences such as tnew}ud-rng—eas%rexpeﬁdt&tres

yee momle

may not achleve antlclpated benefits from the workforce reductlon. Due to our limited resources, we may not be able to
effectively manage our operations or recruit and retain qualified personnel, which may result in eenneetiorrweaknesses in
our infrastructure and operations, risks that we may not be able to comply with legal the RestruetaringPlan;, Bob-Azelby;
eour-formerpresident-and regulatory requirements ehiefexeeuntive-officer, and loss amember-of employees otr-board-of
difeefefs—has—depaﬁed-ﬂ&e—Gemp&n-y—and ﬂ&e—beard—reduced product1v1ty among remamlng employees . If our management
is unable And i § to —day-operations-of the-Company;

effeet—rve—effectlvely manage thls transmon and workforce reductlon and upeﬂ—Mhérzel-by—s—depaf&rfe—I-n-&dd-r&eﬂ
additional cost containment measures , ErinaveHe;-our expenses may be more than expected exeeutive-viee-president;

ehief-operating-offieer-and ehief-we may not be able to implement our busmess strategy. As a result, our future fmdncml
performance efﬁeer,—and J-rm—Bueher—our ablllty to commerclallze e ey al-eo W

colhborators principal inv estlgdtms CROs and vendors may engage in misconduct or othel 1mp10pe1 dCtl\ ities, including non-
compliance with regulatory standards and requirements. We are exposed to the risk that our employees, independent contractors,
consultants, commercial collaborators, principal investigators, CROs and vendors may engage in fraudulent conduct or other
illegal activity. Misconduct by these parties could include intentional, reckless or negligent conduct or unauthorized activities
that violates (1) the laws and regulations of the FDA, the EMA, the MHRA and other similar regulatory authorities, including
those laws requiring the reporting of true, complete and accurate information to such authorities, (2) manufacturing standards,
(3) federal and state data privacy, security, fraud and abuse and other healthcare laws and regulations in the United States and
abroad and (4) laws that require the true, complete and accurate reporting of financial information or data. In particular, sales,
marketing and business arrangements in the healthcare industry are subject to extensive laws and regulations intended to prevent



fraud, misconduct, kickbacks, self- dealing and other abusive practices. These laws and regulations may restrict or prohibit a
wide range of pricing, discounting, marketing and promotion, sales commission, customer incentive programs and other
business arrangements. Misconduct by these parties could also involve the improper use of individually identifiable
information, including information obtained in the course of clinical trials, creating fraudulent data in our preclinical studies or
clinical trials or illegal misappropriation of product candidates, which could result in regulatory sanctions and harm our
reputation. We have adopted a code of business conduct and ethics, but it is not always possible to identify and deter misconduct
by employees and other third parties, and the precautions we take to detect and prevent this activity may not be effective in
controlling unknown or unmanaged risks or losses or in protecting us from governmental investigations or other actions or
lawsuits stemming from a failure to be in compliance with such laws or regulations. Additionally, we are subject to the risk that
a person or government could allege such fraud or other misconduct, even if none occurred. If any such actions are instituted
against us, and we are not successful in defending ourselves or asserting our rights, those actions could have a significant impact
on our business, including the imposition of significant civil, criminal and administrative penalties, including damages, fines,
disgorgement, imprisonment, exclusion from participation in government healthcare programs, such as Medicare and Medicaid,
contractual damages, reputational harm and the delay, reduction, termination or restructuring of our operations. Our
international operations in the U. K. may expose us to business, regulatory, political, operational, financial, pricing and
reimbursement risks associated with doing business outside of the United States. Our business is subject to risks associated with
conducting business internationally. Some of our suppliers, industry partners and clinical study centers are located outside of the
United States. Furthermore, our business strategy incorporates potential international expansion as we seek to obtain regulatory
approval for, and commercialize, our product candidates in patient populations outside the United States. If approved, we may
hire sales representatives and conduct physician and patient association outreach activities outside of the United States. Doing
business internationally involves a number of risks, including but not limited to: « multiple, conflicting and changing laws and
regulations, including those related to Brexit related changes, such as privacy regulations, tax laws, export and import
restrictions, employment laws, regulatory requirements, and other governmental approvals, permits and licenses; ¢ failure by us
to obtain and maintain regulatory approvals for the use of our products in various countries; rejection or qualification of foreign
clinical trial data by the competent authorities of other countries; ¢ delays or interruptions in the supply of clinical trial materials

resulting from any events affecting raw material supply or manufacturing capabilities abroad rineludingthose-thatmayresult
fromrthe-ongoing- COVAID-—9-pandemte-; * additional potentially relevant third- party patent and other intellectual property

rights; * complexities and difficulties in obtaining, maintaining, protecting and enforcing our intellectual property; * difficulties
in staffing and managing foreign operations; * complexities associated with managing multiple payor reimbursement regimes,
government payors or patient self- pay systems; ¢ limits in our ability to penetrate international markets; ¢ financial risks, such as
longer payment cycles, difficulty collecting accounts receivable, the impact of local and regional financial crises on demand and
payment for our product candidates and exposure to foreign currency exchange rate fluctuations;  currency exchange rate
fluctuations and the resulting effect on our revenue and expenses and the cost and risk of entering into hedging transactions if
we chose to do so in the future; * natural disasters, political and economic instability, including wars, terrorism and political
unrest, outbreak of disease, including €0V HD-—+t9-and-related public health guidance measures, boycotts, curtailment of trade
and other business restrictions; ¢ certain expenses including, among others, expenses for travel and insurance; and * regulatory
and compliance risks that relate to anti- corruption compliance and record- keeping that may fall within the purview of the U. S.
Foreign Corrupt Practices Act, its accounting provisions or its anti- bribery provisions or provisions of anti- corruption or anti-
bribery laws in other countries. Any of these factors could harm our future international expansion and operations and,
consequently, our results of operations. We may not be able to utilize a significant portion of our net operating loss
carryforwards. As of December 31, 20222023 , we had net operating loss carryforwards of approximately $ 713 . 1 million for
federal income tax purposes, $ 4455 . 6-5 million for foreign income tax purposes and $ 8. 2-3 million for state income tax
purposes. The federal net operating loss may be used up to 80 % of future taxable income while the state and foreign losses may
be used to offset up to 100 % of future taxable income. The federal net operating loss carryforward can be carried forward
indefinitely while the state net operating loss carryforward will begin to expire in varying amounts in 2639-2038 . The net
operating loss carryforwards subject to expiration could expire unused and be unavailable to offset future income tax liabilities.
Under the Tax Cuts and Jobs Act (Tax Act), as modified by the Coronavirus Aid, Relief and Economic Security Act (CARES
Act), federal net operating losses incurred in taxable years beginning after December 31, 2017 and in future taxable years may
be carried forward indefinitely, but the deductibility of such federal net operating losses in taxable years beginning after
December 31, 2020 is limited. Separately, under Section 382 of the Internal Revenue Code of 1986, as amended, (Internal
Revenue Code), and corresponding provisions of state law, if a corporation undergoes an “ ownership change, ”” which is
generally defined as a greater than 50 percentage point change, by value, in its equity ownership by certain stockholders over a
rolling three- year period, the corporation’ s ability to use its pre- change NOL carryforwards and other pre- change tax
attributes to offset its post- change income or taxes may be limited. The completion of our initiatpubhe-offeringIPO ¥,
together with private placements and other transactions that have occurred since our inception, may trigger such an ownership
change pursuant to Section 382 of the Internal Revenue Code. We have not completed a Section 382 analysis, and therefore,
there can be no assurances that the NOLs carryforward are not already limited. In addition, we may experience ownership
changes due to as-aresalt-efsubsequent shifts in our stock ownership, some of which may be eutstde-out of our control. If an
ownership change occurs and our ability to use our NOL carryforwards is materially limited, it could harm our future operating
results by effectively increasing our future tax obligations. We may seek to grow our business through acquisitions or
investments in new or complementary businesses, products or technologies, through the licensing of products or technologies
from third parties or other strategic alliances, and the failure to manage acquisitions, investments, licenses or other strategic
alliances, or the failure to integrate them with our existing business, could have a material adverse effect on our operating



results, dilute our stockholders’ ownership, increase our debt or cause us to incur significant expense. Our success depends on
our ability to continually enhance and broaden our product offerings in response to changing clinician and patients’ needs,
competitive technologies and market pressures. Accordingly, from time to time we may consider opportunities to acquire, make
investments in or license other technologies, products and businesses that may enhance our capabilities, complement our
existing products and technologies or expand the breadth of our markets or customer base. Potential and completed acquisitions,
strategic investments, licenses and other alliances involve numerous risks, including: ¢ difficulty assimilating or integrating
acquired or licensed technologies, products, employees or business operations; issues maintaining uniform standards,
procedures, controls and policies; ¢ unanticipated costs associated with acquisitions or strategic alliances, including the
assumption of unknown or contingent liabilities and the incurrence of debt or future write- offs of intangible assets or goodwill;
« diversion of management’ s attention from our core business and disruption of ongoing operations; ¢ adverse effects on
existing business relationships with suppliers, sales agents, health care facilities, surgeons and other health care providers; °
risks associated with entering new markets in which we have limited or no experience; * potential losses related to investments
in other companies; * potential loss of key employees of acquired businesses; and ¢ increased legal and accounting compliance
costs. We do not know if we will be able to identify acquisitions or strategic relationships we deem suitable, whether we will be
able to successfully complete any such transactions on favorable terms, if at all, or whether we will be able to successfully
integrate any acquired business, product or technology into our business or retain any key personnel, suppliers, sales agent,
health care facilities, physicians or other health care providers. Our ability to successfully grow through strategic transactions
depends upon our ability to identify, negotiate, complete and integrate suitable target businesses, technologies or products and to
obtain any necessary financing. These efforts could be expensive and time- consuming and may disrupt our ongoing business
and prevent management from focusing on our operations. If we pursue any foreign acquisitions, they typically involve unique
risks in addition to those mentioned above, including those related to integration of operations across different cultures,
languages and legal and regulatory environments, currency risks and the particular economic, political and regulatory risks
associated with specific countries. To finance any acquisitions, investments or strategic alliances, we may choose to issue shares
of our common stock as consideration, which could dilute the ownership of our stockholders. For example, in connection with
the closing of the Proposed Transaction, a concurrent private placement of our common stock would be effected at or as
of immediately after the closing of the Proposed Transaction pursuant to binding subscription agreements to be entered
into concurrently with the execution of a definitive agreement with respect to the Proposed Transaction, in an aggregate
amount to be mutually determined by the parties. If the price of our common stock is low or volatile, we may be unable to
consummate any acquisitions, investments or strategic alliances using our common stock as consideration. Additional funds may
not be available on terms thatare-favorable to us, or at all. Risks Related to our Common Stock Our-eperatingresults-may

tre-drttos-thateompetess At cel-ofdematdo 2 3 -
may-vary-signtfieantly-overtime—The trading price of the shares of our common stock may be volatile, and purchasers of our
common stock could incur substantial losses. Our stock price has been volatile, fluctuating from a high trading price of $ 29. 69
per share in August 2021 to a low trading price of $ 2. 21 in February 2023. The stock market in general and the market for
biotechnology companies in particular have also experienced extreme volatility that has often been unrelated to the operating
performance of particular companies. The market price for our common stock may continue to be volatile in the future and may
be influenced by many factors, including: ¢ adverse regulatory decisions; ¢ any delay in our regulatory filings for our product
candidates and any adverse development or perceived adverse development with respect to the applicable regulatory authority’ s
review of such filings, including without limitation the FDA” s issuance of a *“ refusal to file ” letter or a request for additional
information; ¢ the commencement, enrollment or results of any future clinical trials we may conduct, or changes in the
development status of our product candidates; ¢ adverse results from, delays in or termination of our clinical trials or those of our
competitors; ¢ unanticipated serious safety concerns related to the use of our product candidates; ¢ lower than expected market
acceptance of our product candidates following approval for commercialization; ¢ changes in financial estimates by us or by any
securities analysts who might cover our stock; ¢ conditions or trends in our industry; ¢ changes in the market valuations of
similar companies; ¢ stock market price and volume fluctuations of comparable companies and, in particular, those that operate
in the pharmaceutical industry; ¢ publication of research reports about us or our industry or positive or negative
recommendations or withdrawal of research coverage by securities analysts; ® announcements by us or our competitors of
strategic transactions, significant acquisitions, strategic partnerships or divestitures; * announcements of investigations or
regulatory scrutiny of our operations or lawsuits filed against us; ¢ investors’ general perception of our company and our
business; ¢ actions by institutional or activist investors; * changes to our business, including pipeline reprioritizations and
restructurings; ¢ recruitment or departure of key personnel; * overall performance of the equity markets; ¢ trading volume of our




common stock; ¢ disputes or other developments relating to intellectual property rights, including patents, litigation matters and
our ability to obtain, maintain, defend, protect and enforce patent and other intellectual property rights for our technologies; *
threats of or actual significant lawsuits, including patent or stockholder litigation; * proposed changes to healthcare laws in the
United States or foreign jurisdictions, or speculation regarding such changes +sthe-impaet-efthe-ongoing-COVID-—19-pandemte
; » general political and economic conditions; and ¢ other events or factors, many of which are beyond our control. In the past,
stockholders have initiated class action lawsuits against pharmaceutical and biotechnology companies following periods of
volatility in the market prices of these companies’ stock, in particular following significant drops in stock price. Such litigation,
if instituted against us, could cause us to incur substantial costs and divert management’ s attention and resources from our
business. In addition, in the current volatile market for biotechnology stocks, in particular where shares are trading below cash
balances, certain biotechnology investors have advocated for increases in short- term stockholder value through proposed
corporate actions such as financial restructurings, special dividends, stock repurchases, mergers, other business combinations or
sales of assets. Any such proposals directed at us could cause us to incur substantial costs and divert management’ s attention
and resources from our business. A significant portion of our common stock may be sold into the market, which could cause the
market price of our common stock to drop significantly. Sales of a substantial number of shares of our common stock in the
public market could occur at any time. If our stockholders sell, or the market perceives that our stockholders intend to sell,
substantial amounts of our common stock in the public market, the market price of our common stock could decline
significantly. We have registered and intend to continue to register all shares of common stock that we may issue under our
equity compensation plans. These shares can be freely sold in the public market upon issuance, subject to volume limitations
applicable to affiliates. In connection with the Restructuring Plan, we accelerated vesting of certain outstanding and unvested
equity awards held by terminated employees, including our former chief executive officer and other executives. As a result, a
greater number of shares of common stock will be available for sale in the public market earlier than would have been the case
if the Restructuring Plan had not been implemented. Additionally, the holders of an aggregate of 15. 7 million shares of our
common stock, or their transferees, have rights, subject to some conditions, to require us to file one or more registration
statements covering their shares or to include their shares in registration statements that we may file for ourselves or other
stockholders. If we were to register the resale of these shares, they could be freely sold in the public market without limitation.
If these additional shares are sold, or if it is perceived that they will be sold, in the public market, the trading price of our
common stock could decline. Anti- takeover provisions in our charter documents and under Delaware law could make an
acquisition of our company more difficult, limit attempts by our stockholders to replace or remove our current management and
limit the market price of our common stock. Provisions in our amended and restated certificate of incorporation and amended
and restated bylaws, as currently in effect, may have the effect of delaying or preventing a change of control or changes in our
management. Our amended and restated certificate of incorporation and amended and restated bylaws include provisions that: ¢
provide for a classified board of directors whose members serve staggered terms; ¢ authorize our board of directors to issue,
without further action by the stockholders, shares of undesignated preferred stock with terms, rights and preferences determined
by our board of directors that may be senior to our common stock; ¢ require that any action to be taken by our stockholders be
effected at a duly called annual or special meeting and not by written consent; * specify that special meetings of our stockholders
can be called only by our board of directors, the chairperson of our board of directors or our chief executive officer; * establish
an advance notice procedure for stockholder proposals to be brought before an annual meeting, including proposed nominations
of persons for election to our board of directors; * prohibit cumulative voting in the election of directors;  provide that our
directors may be removed for cause only upon the vote of the holders of at least 66 2 / 3 % of our outstanding shares of common
stock; ¢ provide that vacancies on our board of directors may be filled only by a majority of directors then in office, even though
less than a quorum; and * require the approval of our board of directors or the holders of at least 66 2 / 3 % of our outstanding
shares of common stock to amend our bylaws and certain provisions of our certificate of incorporation. These provisions may
frustrate or prevent any attempts by our stockholders to replace or remove our current management by making it more difficult
for stockholders to replace members of our board of directors, which is responsible for appointing the members of our
management. In addition, because we are incorporated in Delaware, we are governed by the provisions of Section 203 of the
Delaware General Corporation Law (DGCL), which generally, subject to certain exceptions, prohibits a Delaware corporation
from engaging in any of a broad range of business combinations with any “ interested ” stockholder for a period of three years
following the date on which the stockholder became an “ interested ” stockholder. Any delay or prevention of a change of
control transaction or changes in our management could cause the market price of our common stock to decline. Claims for
indemnification by our directors and officers may reduce our available funds to satisfy successful third- party claims against us
and may reduce the amount of money available to us. Our amended and restated certificate of incorporation and amended and
restated bylaws provide that we will indemnify our directors and officers, in each case to the fullest extent permitted by
Delaware law. In addition, as permitted by Section 145 of the DGCL, our amended and restated bylaws and our indemnification
agreements that we have entered into with our directors and officers provide that: « We will indemnify our directors and officers
for serving us in those capacities or for serving other business enterprises at our request, to the fullest extent permitted by
Delaware law. Delaware law provides that a corporation may indemnify such person if such person acted in good faith and in a
manner such person reasonably believed to be in or not opposed to the best interests of the registrant and, with respect to any
criminal proceeding, had no reasonable cause to believe such person’ s conduct was unlawful. « We may, in our discretion,
indemnify employees and agents in those circumstances where indemnification is permitted by applicable law. « We are
required to advance expenses, as incurred, to our directors and officers in connection with defending a proceeding, except that
such directors or officers shall undertake to repay such advances if it is ultimately determined that such person is not entitled to
indemnification. * We will not be obligated pursuant to our amended and restated bylaws to indemnify a person with respect to
proceedings initiated by that person against us or our other indemnitees, except with respect to proceedings authorized by our



board of directors or brought to enforce a right to indemnification. * The rights conferred in our amended and restated bylaws are
not exclusive, and we are authorized to enter into indemnification agreements with our directors, officers, employees and agents
and to obtain insurance to indemnify such persons. We may not retroactively amend our amended and restated bylaw provisions
to reduce our indemnification obligations to directors, officers, employees and agents. Concentration of ownership of our
common stock among our existing executive officers, directors and principal stockholders may prevent new investors from
influencing significant corporate decisions and also reduces the public float for our common stock. Based upon our common
stock outstanding as of December 31, 2022-2023 , our executive officers, directors and current beneficial owners of 5 % or more
of our common stock, in the aggregate, beneficially own approximately 89. 82 % of our outstanding common stock. These
stockholders, acting together, are able to significantly influence all matters requiring stockholder approval, including the
election and removal of directors and any merger or other significant corporate transactions. The interests of this group of
stockholders may not coincide with the interests of other stockholders. Some of these persons or entities may have interests
different than yours. For example, because many of these stockholders purchased their shares at prices substantially below the
price at which shares were sold in the IPO and have held their shares for a longer period, they may be more interested in selling
our company to an acquirer than other investors, or they may want us to pursue strategies that deviate from the interests of other
stockholders. In addition, as a result of this concentration of ownership, there is a limited number of number of shares of our
common stock that are not held by officers, directors and controlling stockholders (which is referred to as our public float),
thereby adversely impacting the liquidity of our common stock and potentially depressing the price at which you may be able to
sell shares of common stock. We have identified material weaknesses in our internal control over financial reporting. If we are
unable to remediate these material weaknesses, or if we identify additional material weaknesses in the future or otherwise fail to
maintain effective internal control over financial reporting, we may not be able to accurately or timely report our financial
condition or results of operations, which may adversely affect our business. Prior to the completion of the IPO, we were a
private company with limited accounting personnel to adequately execute our accounting processes and other supervisory
resources with which to address our internal control over financial reporting. In connection with the preparation of our
consolidated financial statements for the year ended December 31, 2020, we identified material weaknesses in our internal
control over financial reporting, two of which remain unremediated as of December 31, 2622-2023 . The unremediated material
weaknesses, and our remediation plan, are disclosed in Item 9A of this Annual Report on Form 10- K. We believe we have
made substantial progress toward achieving the effectiveness of our internal control over financial reporting and disclosure
controls and procedures. The actions that have been taken are subject to continued review and testing by management as well as
oversight by the audit committee of our board of directors. We will not be able to conclude whether the steps we have taken will
fully remediate these material weaknesses in our internal control over financial reporting until we have completed our
remediation efforts and subsequent evaluation of their effectiveness. If we fail to maintain proper and effective internal controls,
our ability to produce accurate financial statements on a timely basis could be impaired. We are subject to the reporting
requirements of the Securities Exchange Act of 1934, as amended (Exchange Act), the Sarbanes- Oxley Act and the rules and
regulations of the Nasdaq Stock Market. Section 302 of the Sarbanes- Oxley Act requires, among other things, that we report on
the effectiveness of our disclosure controls and procedures in our quarterly and annual reports and ;beginning-with-otur-annuat
report-for-the-yearending2622-Section 404 of the Sarbanes- Oxley Act requires that we perform system and process evaluation
and testing of our internal control over financial reporting to allow management to report on the effectlveness of our 1nterna1
control over ﬁnanmal reportlng in our Form 10- K -ﬁ-l-tng—ﬁllngs hat-y Fe-HeHr—S rttat-o §

Wea:lﬂ&esses—m—t-hese—rntefna-l-een’ere-}s— We cannot assure you that the measures we have taken to date and are contmulng to
implement, or any measures we may take in the future, will be sufficient to identify or prevent future material weaknesses. A
control system, no matter how well designed and operated, can provide only reasonable, not absolute, assurance that the control
system’ s objectives will be met. Because of the inherent limitations in all control systems, no evaluation of controls can provide
absolute assurance that misstatements due to error or fraud will not occur or that all control issues and instances of fraud will be
detected. In addition, our independent registered public accounting firm will be required to attest to the effectiveness of our
internal control over financial reporting in our first annual report required to be filed with the SEC following the date we are no
longer an emerging growth company or a smaller reporting company with less than § 100 million in revenue. If we are not able
to comply with the requirements of Section 404 of the Sarbanes- Oxley Act in a timely manner, or if we are unable to maintain
proper and effective internal controls, we may not be able to produce timely and accurate financial statements. If that were to
happen, the market price of our stock could decline and we could be subject to sanctions or investigations by the Nasdaq Stock
Market, the SEC or other regulatory authorities. In addition, our common stock may not be able to remain listed on the Nasdaq
Stock Market or any other securities exchange. Our amended and restated certificate of incorporation designates the Court of
Chancery of the State of Delaware and, to the extent enforceable, the federal district courts of the United States of America as
the exclusive forums for substantially all disputes between us and our stockholders, which restricts our stockholders’ ability to
choose the judicial forum for disputes with us or our directors, officers, or employees. Our amended and restated certificate of
incorporation provides that the Court of Chancery of the State of Delaware is the exclusive forum for the following types of
claims or causes of action under Delaware statutory or common law: any derivative claims or causes of action brought on our
behalf; any claims or causes of action asserting a breach of a fiduciary duty; any action asserting a claim against us arising
pursuant to the Delaware General Corporation Law, our amended and restated certificate of incorporation, or our amended and
restated bylaws; or any action asserting a claim against us that is governed by the internal affairs doctrine. In addition, our
amended and restated certificate of incorporation provides that the federal district courts of the United States of America will be
the exclusive forum for resolving any complaint asserting a cause of action arising under the Securities Act. These choice of



forum provisions will not apply to suits brought to enforce a duty or liability created by the Exchange Act or any other claim for
which the federal courts have exclusive jurisdiction. Such provisions are intended to benefit and may be enforced by us, our
officers and directors, employees and agents, including the underwriters for any offering giving rise to such complaint and any
other professional or entity who has prepared or certified any part of the document underlying the offering and may result in
increased costs for stockholders to bring a claim. We believe these provisions may benefit us by providing increased consistency
in the application of Delaware law and federal securities laws by chancellors and judges, as applicable, particularly experienced
in resolving corporate disputes, efficient administration of cases on a more expedited schedule relative to other forums and
protection against the burdens of multi- forum litigation. These choice of forum provisions may limit a stockholder’ s ability to
bring a claim in a judicial forum that it finds favorable for disputes with us or our directors, officers, or other employees, which
may discourage lawsuits with respect to such claims or make such lawsuits more costly for stockholders, although our
stockholders will not be deemed to have waived our compliance with federal securities laws and the rules and regulations
thereunder. While the Delaware courts have determined that such choice of forum provisions are facially valid, a stockholder
may nevertheless seek to bring a claim in a venue other than those designated in the exclusive forum provisions, and there can
be no assurance that such provisions will be enforced by a court in those other jurisdictions. If a court were to find either choice
of forum provision contained in our amended and restated certificate of incorporation to be inapplicable or unenforceable in an
action, we may incur additional costs associated with resolving such action in other jurisdictions General Risk Factors Raising
additional capital may cause dilution to our stockholders restrict our operations or require us to relinquish rights to our
technologies or product candidates. ¥W-e-e v
until we can generate a substantial amount of revenue from our product candidates we may expeet—te—ﬁnance our future cash
needs through public or private equity offerings, debt financings, collaborations, licensing arrangements or other sources, or any
combination of the foregoing. In addition, we may seek additional capital due to favorable market conditions or strategic
considerations, even if we believe that we have sufficient funds for our current or future operating plans. To the extent that we
raise additional capital through the sale of common stock, convertible securities or other equity securities, your ownership
interest may be diluted, and the terms of these securities could include liquidation or other preferences and anti- dilution
protections that could adversely affect your rights as a common stockholder. In addition, debt financing, if available, may result
in fixed payment obligations and may involve agreements that include restrictive covenants that limit our ability to take specific
actions, such as incurring additional debt, making capital expenditures, creating liens, redeeming stock or declaring dividends,
that could adversely impact our ability to conduct our business. In addition, securing financing could require a substantial
amount of time and attention from our management and may divert a disproportionate amount of their attention away from day-
to- day activities, which may adversely affect our management’ s ability to oversee the development of our product candidates.
Additional capital may not be available to us, or even if it is, the cost of such capital may be high. We may be forced to obtain
additional capital before reaching clinical or regulatory milestones, when our stock price or trading volume or both are low, or
when the general market for life sciences companies is weak. Raising capital under any of these or similar scenarios, if we can
raise any at all, may lead to significant dilution to our existing stockholders. If we raise additional funds through collaborations
or marketing, distribution, licensing and royalty arrangements with third parties, we may have to relinquish valuable rights to
our technologies, future revenue streams or product candidates or grant licenses on terms that may not be favorable to us. If we
are unable to raise additional funds when needed, we may be required to delay, limit, reduce or terminate our product
development or future commercialization efforts or grant rights to develop and market product candidates that we would
otherwise prefer to develop and market ourselves. If equity research analysts do not publish research or reports, or publish
unfavorable research or reports, about us, our business or our market, our stock price and trading volume could decline. The
trading market for our common stock will be influenced by the research and reports that equity research analysts publish about
us and our business. As a newly public company, we may have limited equity analyst coverage. Equity research analysts may
elect not to provide research coverage of our common stock, and such lack of research coverage may adversely affect the market
price of our common stock. In the event we do have equity research analyst coverage, we will not have any control over the
analysts or the content and opinions included in their reports. The price of our stock could decline if one or more equity research
analysts downgrade our stock or issue other unfavorable commentary or research. If one or more equity research analysts ceases
coverage of our company or fails to publish reports on us regularly, demand for our stock could decrease, which in turn could
cause our stock price or trading volume to decline. Unfavorable global economic conditions could adversely affect our business,
financial condition, stock price, and results of operations. The global credit and financial markets have experienced extreme
volatility and disruptions (1ncluding as a result of the-engetng-COVID—9-pandemie-and-actual or perceived changes in interest
rates, inflation and macroeconomic uncertainties), which has included severely diminished liquidity and credit availability,
declines in consumer confidence, declines in economic growth, high inflation, uncertainty about economic stability, and
increases in unemployment rates. The financial markets and the global economy may also be adversely affected by the current
or anticipated impact of military conflict, including the conflict between Russia and Ukraine and Israel and Hamas , terrorism,
or other geopolitical events. Sanctions imposed by the Ynited-States-U. S. and other countries in response to such conflicts,
including the one in Ukraine, may also continue to adversely impact the financial markets and the global economy, and any
economic countermeasures by the affected countries or others could exacerbate market and economic instability. There can be
no assurance that further deterioration in credit and financial markets and confidence in economic conditions will not occur. A
severe or prolonged economic downturn could result in a variety of risks to our business, including a decrease in the demand for
our drug candidates and in our ability to raise additional capital when needed on acceptable terms, if at all. In addition, current
inflationary trends in the global economy may impact salaries and wages, costs of goods and transportation expenses, among
other things , and recent and potential future disruptions in access to bank deposits or lending commitments due to bank
failures may create market and economic instability . We cannot anticipate all of the ways in which the foregoing, and the
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information technology systems or data, or those of third parties upon which we rely, such as CROs, are or were gompmmlsgd
e could experience adverse consequences resulting from such compromise, including but not limited to regulatory

in\'cs‘tigaliom or actions; litigation; fines and penalties; disruptions of our business operations; reputational harm; loss of
revenue or profits; loss of customers or sales; and other adverse consequences. In the ordinary course of our business, we may
collect, store, use, transmit, disclose, or otherwise process proprietary, confidential, and sensitive data, including personal data
(such as health- related data), intellectual property, and trade secrets. Cyberattacks, malicious internet- based activity, online
and offline fraud, and other similar activities threaten the confidentiality, integrity and availability of our data and
information technology systems, and those of the third parties upon which we rely. Such threats are prevalent and
continue to increase, and are becoming increasingly difficult to detect. These threats come from a variety of sources. In
addition to traditional computer “ hackers, ” threat actors, “ hacktivists ”, organized criminal threat actors, personnel
(such as through theft or misuse), sophisticated nation- states, and nation- state- supported actors now engage in attacks.
Some actors now engage and are expected to continue to engage in cyber- attacks, including without limitation nation-
state actors for geopolitical reasons and in conjunction with military conflicts and defense activities. During times of war
and other major conflicts, we, the third parties upon which we rely, may be vulnerable to a heightened risk of these
attacks, including retaliatory cyber- attacks, that could materially disrupt our systems and operations, supply chain, and
ability to produce, sell and distribute our goods and services. We and the third parties upon which we rely, such as
CROs, may be subject to a variety of evolving threats, including but not limited to social- engineering attacks (including
through deep fakes, which may become increasingly more difficult to identify as fake, and phishing attacks), malicious
code (such as viruses and worms), malware (including as a result of advanced persistent threat intrusions), denial- of-
service attacks (such as credential stuffing), credential harvesting, personnel misconduct or error, ransomware attacks,
supply- chain attacks, software bugs, server malfunctions, software or hardware failures, loss of data or other
information technology assets, adware, telecommunications failures, geopolitical developments, earthquakes, fires,
floods, and other similar threats. Ransomware attacks are becoming increasingly prevalent and severe and can lead to
significant interruptions in our operations, loss of data and income, reputational harm, and diversion of funds. Extortion
payments may alleviate the negative impact of a ransomware attack, but we may be unwilling or unable to make such
payments due to, for example, applicable laws or regulations prohibiting such payments. We may rely upon third parties—
party service providers and technologies to operate critical business systems to process confidential information and personal
data in a variety of contexts, including, without limitation, third- party providers of cloud- based infrastructure, encryption and
authentication technology, employee email and other functions. Our ability to monitor these third parties’ cybersecurity
practices is limited, and these third parties may not have adequate information security measures in place. We may share or
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guarantee that third parties and infrastructure in our supply chain or our third- party partners’ supply chains have not been
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obligations to us and-, any award may be insufficient to cover our damages, etr—- or serviees-we may be unable to recover
such award . Our remote workforce poses increased risks to our information technology systems and data, as more of our
personnel work from home, utilizing network connections outside our premises. Future business transactions (such as
acquisitions or integrations) could expose us to additional cybersecurity risks and vulnerabilities, as our systems could be
negatively affected by vulnerabilities present in acquired or integrated entities” systems and technologies. Furthermore, we
may discover security issues that were not found during due diligence of such acquired or integrated entities, and it may
be difficult to integrate companies into our information technology environment and security program. Any of the
previously identified or similar threats could cause a security incident or other interruption. A security incident or other
interruption could result in unauthorized, unlawful, or accidental acquisition, modification, destruction, loss, alteration,
encryption, disclosure of, or access to our data or our information technology systems, or those of the third parties upon
whom we rely . If such an event were to occur, it could result in a material disruption of our development programs and our
business operations. For example, the loss of clinical trial data from completed, ongoing or future clinical trials could result in
delays in our regulatory approval efforts and significantly increase our costs to recover or reproduce the data. Likewise, we rely
on third parties for the manufacture of our product candidates and to Conduct clinical trrals and similar events relatrng to their
computer systems Could also harm our busrness ; ; ; dentia At

eeﬁd-uet—e—f—etuebustﬂes‘s—We may expend srgnlﬁcant resources or modrfy our busrness actrvrtles (1nclud1ng etuefuture Cllnrcal
trial activities) #ran-effert-to protect against security incidents. Certain data privacy and security obligations may require us to
implement and maintain specific security measures, industry- standard or reasonable security measures to protect our
information technology systems and data. While we have implemented security measures designed to protect against security
incidents, there can be no assurance that these measures will be effective. We take steps to detect and remediate
vulnerabilities but we may be unable in the future to detect and remediate vulnerabilities #reurinformation-teehnotogy
systems-because such threats and techniques change frequently, are often sophisticated in nature, and therefore may not be
detected unt11 after a securlty incident has occurred. These Despite-ourefforts-to-identify-andremediate-vulnerabilities therefore
SY-SY otts-ay notbe-steeessful-pose material risks to our business . Further,
we may experience delays in developrng and deploying remedial measures designed to address any such identified
vulnerabilities. Applicable data privacy and security obligations may require us to notify relevant stakeholders of security
incidents. Such disclosures are costly, and the disclosures or the failure to comply with such requirements could lead to adverse
consequences. If we (or a third party upon whom we rely) experience a security incident or are perceived to have experienced a
security incident, we may experience adverse consequences. These consequences may include: government enforcement actions
(for example, investigations, fines, penalties, audits, and inspections); additional reporting requirements and / or oversight;
restrictions on processing data (including personal data); litigation (including class claims); indemnification obligations;
negative publicity; reputational harm; monetary expenditures; interruptions in our operations (including availability of data);
financial loss; and other similar harms. Security incidents and attendant consequences may cause delays in the development of
our product candidates and negatively impact our ability to grow and operate our business. Our contracts may not contain
limitations of liability, and even where they do, there can be no assurance that limitations of liability in our contracts are
sufficient to protect us from liabilities, damages, or claims related to our data privacy and security obligations. We cannot be
sure that our insurance coverage will be adequate or sufficient of protect us from or to mitigate liabilities arising out of our
privacy and security practices, that such coverage will continue to be available on commercially reasonable terms or at all, or
that such coverage will pay future claims. In addition to experiencing a security incident, third parties may gather, collect,
or infer sensitive information about us from public sources, data brokers, or other means that reveals competitively
sensitive details about our organization and could be used to undermine our competitive advantage or market position.
We are an ““ emerging growth company ~ and a “ smaller reporting company, ” and as a result of the reduced reporting
requirements applicable to “ emerging growth companies ” and “ smaller reporting companies, *” our common stock may be less
attractive to investors. We are an “ emerging growth company, ” as defined in the JOBS Act. For as long as we continue to be an
“ emerging growth company, ” we may take advantage of exemptions from various reporting requirements that are applicable to
other public companies that are not *“ emerging growth companies, ” including not being required to comply with the auditor
attestation requirements of Section 404 of the Sarbanes- Oxley Act, and exemptions from the requirements of holding a
nonbinding advisory vote on executive compensation and stockholder approval of any golden parachute payments not
previously approved. We may take advantage of these exemptions until we are no longer an “ emerging growth company. ” We
could be an “ emerging growth company ” for up to five years, although circumstances could cause us to lose that status earlier,
including if the aggregate market value of our common stock held by non- affiliates exceeds $§ 700 million as of any June 30 (the
end of our second fiscal quarter) before that time, in which case we would no longer be an *“ emerging growth company ” as of
the following December 31 (our fiscal year- end). We are also a *“ smaller reporting company, ” as defined in the Exchange Act.
Even after we no longer qualify as an “ emerging growth company, ” we may still qualify as a “ smaller reporting company, ”
which would allow us to continue to take advantage of many of the same exemptions from disclosure requirements. We cannot
predict if investors will find our common stock less attractive because we may rely on these exemptions. If some investors find
our common stock less attractive as a result, there may be a less active trading market for our common stock and the price of our
common stock may be more volatile. We may be unable to maintain adequate insurance coverage. We presently have general
liability, workers’ compensation, directors’ and officers’ and product liability insurance coverage. Although we believe we will




be able to maintain such coverage for a reasonable cost and obtain any additional coverages that our business may require, no
assurances can be made that we will be able to do so. Changes in tax laws or regulations that are applied adversely to us ereur
eustemers-may seriously harm our business. New income, sales, use or other tax laws, statutes, rules, regulations or ordinances
could be enacted at any time, which could affect the tax treatment of any of our future domestic and foreign earnings. Any new
taxes could adversely affect our domestic and international business operations, and our business and financial performance.
Further, existing tax laws, statutes, rules, regulations or ordinances could be interpreted, changed, modified or applied adversely
to us. We-In addition, we are a" small or medium- sized enterprise" (SME) as defined under U. K. corporate tax regulations.
We may have-and-expeetto-continue to rely on U. K. research and development tax credits and incentives that are available to
SMEs as a source of capital for our business. Changes in the SME eligibility criteria by the U. K. government or changes in our
business could prevent us from being eligible for these tax credits in the future. Further, in November 2022, the U. K.
government announced changes to the research and development tax credit program; these changes, which inelade-included a
reduction in tax credit rates for SMEs, are-were effective on erafter-April 1, 2023. Changes such as these reduce the amount of
capital we obtain from recoverable U. K. research and development tax credits, which could also harm our business. 62



